From: Bahar, Mojdeh - ARS [Mojdeh.Bahar@ARS.USDA.GOV] 


Sent: 3/1/2018 9:50:18 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 

Subject: Re: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C drugs 


On Mar 1, 2018, at 4:46 PM, Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum @od.nih.gov> wrote: 


Only their ongoing objectors to nearly every single notices of _ to grant an exclusive license. | had 


From: Bahar, Mojdeh - ARS [mailto:Mojdeh.Bahar@ARS.USDA.GOV] 

Sent: Thursday, March 01, 2018 4:30 PM 

To: Wixon, Henry N. (Fed) <henry.wixon@nist.gov> 

Cc: Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum@od.nih.gov>; Zielinski, Paul R (Fed) 
<paul.zielinski@nist.gov> 

Subject: Re: KEl objecting to CAR T exclusive license, gets Congressional letter seeking compulsory 
licensing of Hep C drugs 


Hi Mark, 
Had KEI submitted) een <5 ea TOES 
Mojdeh 


On Mar 1, 2018, at 4:13 PM, Wixon, Henry N. (Fed) <henry.wixon@nist.gov> wrote: 


Otherwise, | agree with Paul. 


Henry 
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Henry N. Wixon 
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Chief Counsel 

National Institute of Standards and Technology 
100 Bureau Drive - Stop 1052, Room A534 
Gaithersburg, Maryland 20899-1052 

U.S. Department of Commerce 

301.975.2803 (voice); 301.926.6241 (fax) 
http://www.nist.gov 
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Confidentiality Notice: This e-mail message is intended only for the named recipients. it contains information that may 
be confidential, privileged, attorney work product, or otherwise exempt from disclosure under applicable law. {f you 
have received this message in error, are not a named recipient, or are not the employee or agent responsible for 
delivering this message to a named recipient, be advised that any review, disclosure, use, dissemination, distribution, 
or reproduction of this message or its contents is strictly prohibited. Please notify us immediately that you have 
received this message in error, and delete the message. 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum @od.nih.gov] 

Sent: Thursday, March 01, 2018 1:05 PM 

To: Zielinski, Paul R (Fed) <paul.zielinski@nist.gov>; Wixon, Henry N. (Fed) 
<henry.wixon@nist.gov>; Bahar, Mojdeh - ARS <Mojdeh.Bahar@ARS.USDA.GOV> 
Subject: RE: KEl objecting to CAR T exclusive license, gets Congressional letter seeking 


compulsory licensing of Hep C drugs 


No, unless you or Henry know of; bs = 
b5 
p-drenananemememenagsseeecrcenens appear rms rmmesmmmsmaasmimvasmnvesrnvessaieanimvesaiavasaaasnsainvasainwasraimwarainwrmivmrmirnmrnanrnid 
EO caked: A eres bs 

b5 r b5 " 


From: Zielinski, Paul R (Fed) [mailto:paul.zielinski@nist.gov] 
Sent: Thursday, March 01, 2018 12:41 PM 


To: Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum @od.nih.gov>; Wixon, Henry N. (Fed) 
<henry.wixon@nist.gov>; Bahar, Mojdeh - ARS <Mojdeh.Bahar@ARS.USDA.GOV> 
Subject: RE: KEI objecting to CAR T exclusive license, gets Congressional letter seeking 


compulsory licensing of Hep C drugs 


Thanks Mark — very interesting they are trying this approach. Getting 18 people in the 
House out of the over 200 required is not all that impressive really. It does stir the pot 
though. Anything needed? 


Paul 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum @od.nih.gov] 

Sent: Thursday, March 1, 2018 11:03 AM 

To: Wixon, Henry N. (Fed) <henry.wixon@nist.gov>; Zielinski, Paul R (Fed) 
<paul.zielinski@nist.gov>; Bahar, Mojdeh - ARS <Mojdeh.Bahar@ARS.USDA.GOV> 
Subject: FW: KE! objecting to CAR T exclusive license, gets Congressional letter seeking 


compulsory licensing of Hep C drugs 
KEI publicized their recent attempts to block exclusive licensing at NIH. 


Also note their attempt to get a Congressional petition 


(https://www.keionline.org/26398) to HHS for compulsory licensing of Hepatitis C 


treatments. 
From KEI: 
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KEI Appeals NIH/NCI Decision to 
Proceed with License of CD30 CAR T 
technology to Gilead/Kite 
(https://www.keionline.org/26686) 


Posted on February 27, 2018 by Andrew Goldman 


KEI has appealed the NIH/NCI decision to proceed with the proposed exclusive 
license of anti-CD30 CAR T to Gilead, following an email of January 25, 2018 
from Dr. David Lambertson of NCI rejecting all of KEI’s substantive suggestions 


KEI has asserted a right of appeal under 37 C.F.R. § 404.11(a)(3): 


§ 404.11 Appeals. 

(a) In accordance with procedures prescribed by the Federal 
agency, the following parties may appeal to the agency head or 
designee any decision or determination concerning the grant, 
denial, modification, or termination of a license: 


(3) A person who timely filed a written objection in response to the 
notice required by §404.7(a)(1)(i) or § 404.7(b)(1)(i) and who can 
demonstrate to the satisfaction of the Federal agency that such 
person may be damaged by the agency action. 


KEI sent an email to Dr. Lambertson and NIH Director Francis Collins on 
February 14, 2018, informing NIH/NCI of our intent to appeal, requesting a copy 
of the procedures prescribed by the NIH for such appeals as none was available 
on the NIH website as of that date, and stating clearly that we would follow up 
with the actual document of our appeal detailing our arguments. 


Minutes before KEI submitted the appeal document, Dr. Lambertson responded to 
my previous email to say: 


Dear Mr. Goldman: 

Thank you for your email of February 14, 2018. 

As you noted, 37 CFR 404.11 (a)(3) permits an appeal for a person 
who can demonstrate to the satisfaction of the agency that such 
person may be damaged by the action. 

We have considered your objection and determined that there is no 
likelihood that KEI will be damaged by the agency action. 
Accordingly, we will not entertain an appeal of our decision. 

Best regards, 

David A. Lambertson, Ph.D. 


A copy of Dr. Lambertson’s email is here. 
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We were surprised the NIH said it was refusing KEI a right to appeal prior to even 
seeing the appeal itself. We asked the NIH to reconsider the denial of our standing 
to file an appeal, and formally filed KEI’s appeal with the NIH minutes later. The 
NIH seems to be arguing that taxpayers and patient advocates have no standing to 
challenge the grant of an exclusive license, regardless of which statutes the NIH 
may have ignored, or the errors in policy that are involved. 


In the KEI appeal of the proposal for an exclusive license to Gilead/Kite, we 
articulate KEI’s grounds for the appeal as a public interest organization that 
timely objected to the license and that represents taxpayers and patients, including 
cancer patients, who are likely to be damaged by an exclusive license of CAR T 
technology to Gilead without safeguards against excessive pricing or access 
barriers. We note the high prices of Novartis’s Kymriah ($475,000) and Gilead’s 
Yescarta ($373,000), the two CAR T products approved by the FDA in 2017. 


NIH Arguments, and KEI Counterarguments 


The appeal iterates concerns raised in our initial objection while additionally 
refuting some of the points made by Dr. Lambertson on behalf of NCI, which 
included assertions that (1) an exclusive license would not create a monopoly, (2) 
the license had to proceed immediately, prior to the NIH having any results from 
the Phase | trial the NIH is currently funding, because NIH/NCI did not have the 
budget to conduct Phase 2 and 3 clinical trials, (3) that safeguards against 
excessive pricing and access barriers would not be included because they have not 
been used by NIH for years, and (4) certain regulations prevent the NIH from 
requiring transparency of R&D costs. 


The KEI appeal made a variety of counterarguments, including: 


e That it is useful to know the costs of clinical trials in order to evaluate the 
incentive needed to induce investments in Phase 2 or 3 trials, and that the NIH 
has refused to divulge its budget for the large Phase 1 clinical trial it is currently 
conducting. 

e Clinical trials for CAR T treatments Kymriah and Yescarta both involved relatively 
small numbers of patients, less than 70 patients for one approval, and just over 
100 for the other. 

e The Bayh-Dole Act contains various provisions that the NIH seems to be 
ignoring, including the 35 USC § 209 requirement that NIH limit exclusivity to 
“what is reasonably necessary”; we cite, as an example, the case of the NIH 
licensing HIV drug ddl to Bristol-Myers Squibb, where the term of the license 
was shorter than the life of the patent and where the NIH exercised an option to 
make the license non-exclusive and enable competition before the patent 
expired in order to enhance the public health benfits of the invention. The NIH 
also capped the price that could be charged for ddl. In the case of the Gilead 
CD30 CART license, the NIH seems to be offering a life of patent license with no 
constraints on pricing at all, despite evidence of very high prices by Gilead for a 
CAR Treatment also licensed directly from the NIH. 

e The regulations pointed to by Dr. Lambertson do not present a general barrier 
to requiring the disclosure of actual R&D outlays; KEI cites the example of 
extensive disclosures of post-licensing development activities as relating to the 
drug Fabrazyme. 
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40 U.S.C. § 559 Issues 


The appeal raises additional issues regarding the admitted refusal of NIH to 
adhere to 40 U.S.C. § 559, which requires that any federal agency disposing of 
federal property — including patents — must seek and obtain the antitrust advice 
of the Attorney General prior to the disposal to private interests. The statute is 


part of the Federal Property and Administrative Services Act, which governs 
government procurement, utilization and disposal of property. 


40 U.S. Code § 559 — Advice of Attorney General with respect to 
antitrust law 


(b)Advice Required.— 

(1)In general.— 

An executive agency shall not dispose of property to a private 
interest until the agency has received the advice of the Attorney 
General on whether the disposal to a private interest would tend to 
create or maintain a situation inconsistent with antitrust law. 
(2)Exception.—This section does not apply to disposal of— 
(A)real property, if the estimated fair market value is less than 
$3,000,000; or 

(B)personal property (other than a patent, process, technique, or 
invention), if the estimated fair market value is less than 
$3,000,000. 


(c)Notice to Attorney General.— 

(1)In general. — 

An executive agency that contemplates disposing of property to a 
private interest shall promptly transmit notice of the proposed 
disposal, including probable terms and conditions, to the Attorney 
General. 

(2)Copy.—Except for the General Services Administration, an 
executive agency that transmits notice under paragraph (1) shall 
simultaneously transmit a copy of the notice to the Administrator 
of General Services. 

(d)Advice From Attorney General.— 

Within a reasonable time, not later than 60 days, after receipt of 
notice under subsection (c), the Attorney General shall advise the 
Administrator and any interested executive agency whether, so far 
as the Attorney General can determine, the proposed disposition 
would tend to create or maintain a situation inconsistent with 
antitrust law. 

(e)Request for Information.—On request from the Attorney 
General, the head of an executive agency shall furnish information 
the agency possesses that the Attorney General determines is 
appropriate or necessary to— 

(1) give advice required by this section; or 

(2)determine whether any other disposition or proposed disposition 
of surplus property violates antitrust law. 

(f)No Effect on Antitrust Law.— 

This subtitle does not impair, amend, or modify antitrust law or 
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limit or prevent application of antitrust law to a person acquiring 
property under this subtitle. 


We had sent an email to Karen Rogers, acting director of NIH Office of 
Technology Transfer, and David Lambertson on February 13, 2018 asking if NIH 
follows 40 U.S.C. § 559, also noting that 41 CFR 102-75.270 clarifies the double 
negative of the statute to clearly implicate patents: 


41 CFR 102-75.270 — Must antitrust laws be considered when disposing 
of property? 

Yes, antitrust laws must be considered in any case in which there is 
contemplated a disposal to any private interest of — 

(a) Real and related personal property that has an estimated fair market 
value of $3 million or more; or 

(b) Patents, processes, techniques, or inventions, irrespective of cost. 


Karen Rogers responded by claiming that the statute does not apply to NIH licensing 
practices: 

When asked if she could direct us to authority that would support her position, she 
declined. As we noted in the appeal, the Bayh-Dole Act would seem to be compatible 
with and not override the FPASA: 


35 U.S.C. § 209(a)(4) in fact creates an obligation that the 
licensing federal agency may only grant a license on a federally- 
owned invention if it, “will not tend to substantially lessen 
competition or create or maintain a violation of the Federal 
antitrust laws.” Logically, this suggests that the FPASA 
requirement applies; the NIH has abundant expertise in developing 
new medical technologies but does not have the antitrust expertise 
of the Attorney General. 


Access to Medicine, Government Funded research, Transparency CAR T, David 
Lambertson, Gilead, Karen Rogers, kite, NIH 


K<image001.jpg> 


Andrew Goldman 


More Posts 


Post navigation 


FTC approves Celgene acquisition of Juno without requiring divestitures 
WTO TRIPS Council (February 2018): South Africa’s statement on the regulatory review 
exception 


This electronic message contains information generated by the USDA solely for the intended recipients. 
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Any unauthorized interception of this message or the use or disclosure of the information it contains 
may violate the law and subject the violator to civil or criminal penalties. If you believe you have 
received this message in error, please notify the sender and delete the email immediately. 
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From: Zielinski, Paul R (Fed) [paul.zielinski@nist.gov] 

Sent: 3/1/2018 5:40:42 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum]; Wixon, Henry N. (Fed) 
[henry.wixon@nist.gov]; Bahar, Mojdeh - ARS [Mojdeh.Bahar@ARS.USDA.GOV] 

Subject: RE: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C drugs 


Thanks Mark — very interesting they are trying this approach. Getting 18 people in the House out of the over 200 
required is not all that impressive really. It does stir the pot though. Anything needed? 


Paul 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum @od.nih.gov] 

Sent: Thursday, March 1, 2018 11:03 AM 

To: Wixon, Henry N. (Fed) <henry.wixon@nist.gov>; Zielinski, Paul R (Fed) <paul.zielinski@nist.gov>; Bahar, Mojdeh - 
ARS <Mojdeh.Bahar @ARS.USDA.GOV> 

Subject: FW: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C 
drugs 


KEI publicized their recent attempts to block exclusive licensing at NIH. 
Also note their attempt to get a Congressional petition (https://www.keionline.org/26398) to HHS for compulsory 


licensing of Hepatitis C treatments. 
From KEL: 


KEI Appeals NIH/NCI Decision to Proceed with License 
of CD30 CAR T technology to Gilead/Kite 
(https://www.keionline.org/26686) 


Posted on February 27, 2018 by Andrew Goldman 


KEI has appealed the NIH/NCI decision to proceed with the proposed exclusive license of anti-CD30 CAR T to 
Gilead, following an email of January 25, 2018 from Dr. David Lambertson of NCI rejecting all of KEDs 


KEI has asserted a right of appeal under 37 C.F.R. § 404.11(a)(3): 


§ 404.11 Appeals. 

(a) In accordance with procedures prescribed by the Federal agency, the following parties may 
appeal to the agency head or designee any decision or determination concerning the grant, denial, 
modification, or termination of a license: 


(3) A person who timely filed a written objection in response to the notice required by 


§404.7(a)(1 (i) or § 404.7(b)(1)() and who can demonstrate to the satisfaction of the Federal 
agency that such person may be damaged by the agency action. 
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KEI sent an email to Dr. Lambertson and NIH Director Francis Collins on February 14, 2018, informing 
NIH/NCI of our intent to appeal, requesting a copy of the procedures prescribed by the NIH for such appeals as 
none was available on the NIH website as of that date, and stating clearly that we would follow up with the 
actual document of our appeal detailing our arguments. 


Minutes before KEI submitted the appeal document, Dr. Lambertson responded to my previous email to say: 


Dear Mr. Goldman: 

Thank you for your email of February 14, 2018. 

As you noted, 37 CFR 404.11 (a)(3) permits an appeal for a person who can demonstrate to the 
satisfaction of the agency that such person may be damaged by the action. 

We have considered your objection and determined that there is no likelihood that KEI will be 
damaged by the agency action. Accordingly, we will not entertain an appeal of our decision. 
Best regards, 

David A. Lambertson, Ph.D. 


A copy of Dr. Lambertson’s email is here. 


We were surprised the NIH said it was refusing KEI a right to appeal prior to even seeing the appeal itself. We 
asked the NIH to reconsider the denial of our standing to file an appeal, and formally filed KEI’s appeal with 
the NIH minutes later. The NIH seems to be arguing that taxpayers and patient advocates have no standing to 
challenge the grant of an exclusive license, regardless of which statutes the NIH may have ignored, or the errors 
in policy that are involved. 


In the KEI appeal of the proposal for an exclusive license to Gilead/Kite, we articulate KEI’s grounds for the 
appeal as a public interest organization that timely objected to the license and that represents taxpayers and 
patients, including cancer patients, who are likely to be damaged by an exclusive license of CAR T technology 
to Gilead without safeguards against excessive pricing or access barriers. We note the high prices of Novartis’s 
Kymriah ($475,000) and Gilead’s Yescarta ($373,000), the two CAR T products approved by the FDA in 2017. 


NIH Arguments, and KEI Counterarguments 


The appeal iterates concerns raised in our initial objection while additionally refuting some of the points made 
by Dr. Lambertson on behalf of NCI, which included assertions that (1) an exclusive license would not create a 
monopoly, (2) the license had to proceed immediately, prior to the NIH having any results from the Phase 1 trial 
the NIH is currently funding, because NIH/NCI did not have the budget to conduct Phase 2 and 3 clinical trials, 
(3) that safeguards against excessive pricing and access barriers would not be included because they have not 
been used by NIH for years, and (4) certain regulations prevent the NIH from requiring transparency of R&D 
costs. 


The KEI appeal made a variety of counterarguments, including: 


e That it is useful to know the costs of clinical trials in order to evaluate the incentive needed to induce 
investments in Phase 2 or 3 trials, and that the NIH has refused to divulge its budget for the large Phase 1 clinical 
trial it is currently conducting. 

e Clinical trials for CAR T treatments Kymriah and Yescarta both involved relatively small numbers of patients, less 
than 70 patients for one approval, and just over 100 for the other. 

e The Bayh-Dole Act contains various provisions that the NIH seems to be ignoring, including the 35 USC § 209 
requirement that NIH limit exclusivity to “what is reasonably necessary”; we cite, as an example, the case of the 
NIH licensing HIV drug ddl to Bristol-Myers Squibb, where the term of the license was shorter than the life of the 
patent and where the NIH exercised an option to make the license non-exclusive and enable competition before 
the patent expired in order to enhance the public health benfits of the invention. The NIH also capped the price 
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that could be charged for ddl. In the case of the Gilead CD30 CAR T license, the NIH seems to be offering a life of 
patent license with no constraints on pricing at all, despite evidence of very high prices by Gilead for a CAR 
Treatment also licensed directly from the NIH. 

e The regulations pointed to by Dr. Lambertson do not present a general barrier to requiring the disclosure of 
actual R&D outlays; KEI cites the example of extensive disclosures of post-licensing development activities as 
relating to the drug Fabrazyme. 


40 U.S.C. § 559 Issues 


The appeal raises additional issues regarding the admitted refusal of NIH to adhere to 40 U.S.C. § 559, which 
requires that any federal agency disposing of federal property — including patents — must seek and obtain the 
antitrust advice of the Attorney General prior to the disposal to private interests. The statute is part of the 
Federal Property and Administrative Services Act, which governs government procurement, utilization and 
disposal of property. 


40 U.S. Code § 559 — Advice of Attorney General with respect to antitrust law 


(b)Advice Required.— 

(1)In general.— 

An executive agency shall not dispose of property to a private interest until the agency has 
received the advice of the Attorney General on whether the disposal to a private interest would 
tend to create or maintain a situation inconsistent with antitrust law. 

(2)Exception.—This section does not apply to disposal of — 

(A)real property, if the estimated fair market value is less than $3,000,000; or 

(B)personal property (other than a patent, process, technique, or invention), if the estimated fair 
market value is less than $3,000,000. 


(c)Notice to Attorney General.— 

(1)In general.— 

An executive agency that contemplates disposing of property to a private interest shall promptly 
transmit notice of the proposed disposal, including probable terms and conditions, to the 
Attorney General. 

(2)Copy.—Except for the General Services Administration, an executive agency that transmits 
notice under paragraph (1) shall simultaneously transmit a copy of the notice to the 
Administrator of General Services. 

(d)Advice From Attorney General.— 

Within a reasonable time, not later than 60 days, after receipt of notice under subsection (c), the 
Attorney General shall advise the Administrator and any interested executive agency whether, so 
far as the Attorney General can determine, the proposed disposition would tend to create or 
maintain a situation inconsistent with antitrust law. 

(e)Request for Information.—On request from the Attorney General, the head of an executive 
agency shall furnish information the agency possesses that the Attorney General determines is 
appropriate or necessary to— 

(1) give advice required by this section; or 

(2)determine whether any other disposition or proposed disposition of surplus property violates 
antitrust law. 

(f)No Effect on Antitrust Law.— 

This subtitle does not impair, amend, or modify antitrust law or limit or prevent application of 
antitrust law to a person acquiring property under this subtitle. 
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We had sent an email to Karen Rogers, acting director of NIH Office of Technology Transfer, and David 
Lambertson on February 13, 2018 asking if NIH follows 40 U.S.C. § 559, also noting that 41 CFR 102-75.270 
clarifies the double negative of the statute to clearly implicate patents: 


41 CFR 102-75.270 — Must antitrust laws be considered when disposing of property? 

Yes, antitrust laws must be considered in any case in which there is contemplated a disposal to any 
private interest of — 

(a) Real and related personal property that has an estimated fair market value of $3 million or more; or 
(b) Patents, processes, techniques, or inventions, irrespective of cost. 


Karen Rogers responded by claiming that the statute does not apply to NIH licensing practices: 
When asked if she could direct us to authority that would support her position, she declined. As we noted in the appeal, 
the Bayh-Dole Act would seem to be compatible with and not override the FPASA: 


35 U.S.C. § 209(a)(4) in fact creates an obligation that the licensing federal agency may only 
grant a license on a federally-owned invention if it, “will not tend to substantially lessen 
competition or create or maintain a violation of the Federal antitrust laws.” Logically, this 
suggests that the FPASA requirement applies; the NIH has abundant expertise in developing new 
medical technologies but does not have the antitrust expertise of the Attorney General. 


Access to Medicine, Government Funded research, Transparency CAR T, David Lambertson, Gilead, Karen Rogers, kite, 
NIH 


= 


Andrew Goldman 
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FTC approves Celgene acquisition of Juno without requiring divestitures 
WTO TRIPS Council (February 2018): South Africa’s statement on the regulatory review exception 


REL0000023699 


From: Wixon, Henry N. (Fed) [henry.wixon@nist.gov] 

Sent: 3/1/2018 9:12:56 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum]; Zielinski, Paul R (Fed) 
[paul.zielinski@nist.gov]; Bahar, Mojdeh - ARS [Mojdeh.Bahar@ARS.USDA.GOV] 

Subject: RE: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C drugs 


done that research myself. 


Otherwise, | agree with Paul. 


Henry 


Henry N. Wixon 

Chief Counsel 

National Institute of Standards and Technology 
100 Bureau Drive - Stop 1052, Room A534 
Gaithersburg, Maryland 20899-1052 

U.S, Department of Commerce 

301.975.2803 (voice); 301.926.6241 (fax) 
http://www.nist.gov 
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Confidentiality Notice: This e-mail message is intended only for the named recipients. It contains information that may be confidential, privileged, attorney work 
product, or otherwise exempt from disclosure under applicable law. If you have received this message in error, are not a named recipient, or are not the employee 
or agent responsible for delivering this message to a named recipient, be advised that any review, disclosure, use, dissemination, distribution, or reproduction of 
this message or its contents is strictly prohibited. Please notify us immediately that you have received this message in error, and delete the message. 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum@od.nih.gov] 

Sent: Thursday, March 01, 2018 1:05 PM 

To: Zielinski, Paul R (Fed) <paul.zielinski@nist.gov>; Wixon, Henry N. (Fed) <henry.wixon@nist.gov>; Bahar, Mojdeh - 
ARS <Mojdeh.Bahar @ARS.USDA.GOV> 

Subject: RE: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C 
drugs 


i saurvurvu teva vr an ra nn rn nnn an a an An nA 
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From: Zielinski, Paul R (Fed) [mailto:paul.zielinski@nist.gov] 
Sent: Thursday, March 01, 2018 12:41 PM 


To: Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum @od.nih.gov>; Wixon, Henry N. (Fed) <henry.wixon@nist.gov>; Bahar, 
Mojdeh - ARS <Mojdeh.Bahar@ARS.USDA.GOV> 


Subject: RE: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C 
drugs 
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Thanks Mark — very interesting they are trying this approach. Getting 18 people in the House out of the over 200 
required is not all that impressive really. It does stir the pot though. Anything needed? 


Paul 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum @od.nih.gov] 

Sent: Thursday, March 1, 2018 11:03 AM 

To: Wixon, Henry N. (Fed) <henry.wixon@nist.gov>; Zielinski, Paul R (Fed) <paul.zielinski@nist.gov>; Bahar, Mojdeh - 
ARS <Mojdeh.Bahar @ARS.USDA.GOV> 


Subject: FW: KEI objecting to CAR T exclusive license, gets Congressional letter seeking compulsory licensing of Hep C 
drugs 


KEI publicized their recent attempts to block exclusive licensing at NIH. 


Also note their attempt to get a Congressional petition (https://www.keionline.org/26398) to HHS for compulsory 
licensing of Hepatitis C treatments. 
From KEL: 


KEI Appeals NIH/NCI Decision to Proceed with License 
of CD30 CAR T technology to Gilead/Kite 
(https://www.keionline.org/26686) 


Posted on February 27, 2018 by Andrew Goldman 


Gilead, following an email of January 25, 2018 from Dr. David Lambertson of NCI rejecting all of KEI’s 
substantive suggestions and objections. 


KET has asserted a right of appeal under 37 C.F.R. § 404.1 1(a)(3): 


§ 404.11 Appeals. 

(a) In accordance with procedures prescribed by the Federal agency, the following parties may 
appeal to the agency head or designee any decision or determination concerning the grant, denial, 
modification, or termination of a license: 


(3) A person who timely filed a written objection in response to the notice required by 
§404.7(a)(1)(i) or § 404.7(b)(1)() and who can demonstrate to the satisfaction of the Federal 
agency that such person may be damaged by the agency action. 


KEI sent an email to Dr. Lambertson and NIH Director Francis Collins on February 14, 2018, informing 
NIH/NCI of our intent to appeal, requesting a copy of the procedures prescribed by the NIH for such appeals as 


none was available on the NIH website as of that date, and stating clearly that we would follow up with the 
actual document of our appeal detailing our arguments. 


Minutes before KEI submitted the appeal document, Dr. Lambertson responded to my previous email to say: 
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Dear Mr. Goldman: 

Thank you for your email of February 14, 2018. 

As you noted, 37 CFR 404.11 (a)(3) permits an appeal for a person who can demonstrate to the 
satisfaction of the agency that such person may be damaged by the action. 

We have considered your objection and determined that there is no likelihood that KEI will be 
damaged by the agency action. Accordingly, we will not entertain an appeal of our decision. 
Best regards, 

David A. Lambertson, Ph.D. 


We were surprised the NIH said it was refusing KEI a right to appeal prior to even seeing the appeal itself. We 
asked the NIH to reconsider the denial of our standing to file an appeal, and formally filed KEI’s appeal with 
the NIH minutes later. The NIH seems to be arguing that taxpayers and patient advocates have no standing to 
challenge the grant of an exclusive license, regardless of which statutes the NIH may have ignored, or the errors 
in policy that are involved. 


In the KEI appeal of the proposal for an exclusive license to Gilead/Kite, we articulate KEI’s grounds for the 
appeal as a public interest organization that timely objected to the license and that represents taxpayers and 
patients, including cancer patients, who are likely to be damaged by an exclusive license of CAR T technology 
to Gilead without safeguards against excessive pricing or access barriers. We note the high prices of Novartis’s 
Kymriah ($475,000) and Gilead’s Yescarta ($373,000), the two CAR T products approved by the FDA in 2017. 


NIH Arguments, and KE! Counterarguments 


The appeal iterates concerns raised in our initial objection while additionally refuting some of the points made 
by Dr. Lambertson on behalf of NCI, which included assertions that (1) an exclusive license would not create a 
monopoly, (2) the license had to proceed immediately, prior to the NIH having any results from the Phase | trial 
the NIH is currently funding, because NIH/NCI did not have the budget to conduct Phase 2 and 3 clinical trials, 
(3) that safeguards against excessive pricing and access barriers would not be included because they have not 
been used by NIH for years, and (4) certain regulations prevent the NIH from requiring transparency of R&D 
costs. 


The KEI appeal made a variety of counterarguments, including: 


e That it is useful to know the costs of clinical trials in order to evaluate the incentive needed to induce 
investments in Phase 2 or 3 trials, and that the NIH has refused to divulge its budget for the large Phase 1 clinical 
trial it is currently conducting. 

e Clinical trials for CAR T treatments Kymriah and Yescarta both involved relatively small numbers of patients, less 
than 70 patients for one approval, and just over 100 for the other. 

e The Bayh-Dole Act contains various provisions that the NIH seems to be ignoring, including the 35 USC § 209 
requirement that NIH limit exclusivity to “what is reasonably necessary”; we cite, as an example, the case of the 
NIH licensing HIV drug ddl to Bristol-Myers Squibb, where the term of the license was shorter than the life of the 
patent and where the NIH exercised an option to make the license non-exclusive and enable competition before 
the patent expired in order to enhance the public health benfits of the invention. The NIH also capped the price 
that could be charged for ddl. In the case of the Gilead CD30 CAR T license, the NIH seems to be offering a life of 
patent license with no constraints on pricing at all, despite evidence of very high prices by Gilead for a CAR 
Treatment also licensed directly from the NIH. 

e The regulations pointed to by Dr. Lambertson do not present a general barrier to requiring the disclosure of 
actual R&D outlays; KEI cites the example of extensive disclosures of post-licensing development activities as 
relating to the drug Fabrazyme. 
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40 U.S.C. § 559 Issues 


The appeal raises additional issues regarding the admitted refusal of NIH to adhere to 40 U.S.C. § 559, which 
requires that any federal agency disposing of federal property — including patents — must seek and obtain the 
antitrust advice of the Attorney General prior to the disposal to private interests. The statute is part of the 
Federal Property and Administrative Services Act, which governs government procurement, utilization and 
disposal of property. 


40 U.S. Code § 559 — Advice of Attorney General with respect to antitrust law 


(b)Advice Required.— 

(1)In general. — 

An executive agency shall not dispose of property to a private interest until the agency has 
received the advice of the Attorney General on whether the disposal to a private interest would 
tend to create or maintain a situation inconsistent with antitrust law. 

(2)Exception.—This section does not apply to disposal of — 

(A)real property, if the estimated fair market value is less than $3,000,000; or 

(B)personal property (other than a patent, process, technique, or invention), if the estimated fair 
market value is less than $3,000,000. 


(c)Notice to Attorney General.— 

(1)In general.— 

An executive agency that contemplates disposing of property to a private interest shall promptly 
transmit notice of the proposed disposal, including probable terms and conditions, to the 
Attorney General. 

(2)Copy.—Except for the General Services Administration, an executive agency that transmits 
notice under paragraph (1) shall simultaneously transmit a copy of the notice to the 
Administrator of General Services. 

(d)Advice From Attorney General._— 

Within a reasonable time, not later than 60 days, after receipt of notice under subsection (c), the 
Attorney General shall advise the Administrator and any interested executive agency whether, so 
far as the Attorney General can determine, the proposed disposition would tend to create or 
maintain a situation inconsistent with antitrust law. 

(c)Request for Information.—On request from the Attorney General, the head of an executive 
agency shall furnish information the agency possesses that the Attorney General determines is 
appropriate or necessary to— 

(1) give advice required by this section; or 

(2)determine whether any other disposition or proposed disposition of surplus property violates 
antitrust law. 

(f)No Effect on Antitrust Law.— 

This subtitle does not impair, amend, or modify antitrust law or limit or prevent application of 
antitrust law to a person acquiring property under this subtitle. 


We had sent an email to Karen Rogers, acting director of NIH Office of Technology Transfer, and David 
Lambertson on February 13, 2018 asking if NIH follows 40 U.S.C. § 559, also noting that 41 CFR 102-75.270 
clarifies the double negative of the statute to clearly implicate patents: 


41 CFR 102-75.270 — Must antitrust laws be considered when disposing of property? 

Yes, antitrust laws must be considered in any case in which there is contemplated a disposal to any 
private interest of — 

(a) Real and related personal property that has an estimated fair market value of $3 million or more; or 
(b) Patents, processes, techniques, or inventions, irrespective of cost. 
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Karen Rogers responded by claiming that the statute does not apply to NIH licensing practices: 
When asked if she could direct us to authority that would support her position, she declined. As we noted in the appeal, 
the Bayh-Dole Act would seem to be compatible with and not override the FPASA: 


35 U.S.C. § 209(a)(4) in fact creates an obligation that the licensing federal agency may only 
grant a license on a federally-owned invention if it, “will not tend to substantially lessen 
competition or create or maintain a violation of the Federal antitrust laws.” Logically, this 
suggests that the FPASA requirement applies; the NIH has abundant expertise in developing new 
medical technologies but does not have the antitrust expertise of the Attorney General. 


Access to Medicine, Government Funded research, Transparency CAR T, David Lambertson, Gilead, Karen Rogers, kite, 
NIH 


Andrew Goldman 
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From: Silverthorn, Courtney (Fed) [courtney.silverthorn@nist.gov] 


Sent: 12/27/2016 2:19:24 PM 

To: Hammersia, Ann (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=hammerslaa]; Rohrbaugh, Mark 
(NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM] 

Subject: RE: Bayh-Dole NPRM Comments 

Thanks Ann. 


Courtney Silverthorn, Ph.D. 
Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 


From: Hammersla, Ann (NIH/OD) [E] [mailto:hammerslaa@mail.nih.gov] 

Sent: Tuesday, December 27, 2016 8:00 AM 

To: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD.NIH.GOV>; Silverthorn, Courtney (Fed) 
<courtney.silverthorn@nist.gov> 

Subject: RE: Bayh-Dole NPRM Comments 


Courtney: 


KEI’s response was directed to the first question in Section Hl Request for Comments in the NPRM. 

“Are there any changes to these regulations, consistent with current law, that you or your organization would 
accelerate the transfer of federally funded research and technology to entrepreneurs, or strengthen the Nation’s 
innovation system?” 


KE! responses 1-9 are primarily directed to the government's intramural patent an licensing practices and not changes in 
regulations, consistent with current law. Some of the licensing information that KEL has requested is protected by FOIA. 
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From: Rohrbaugh, Mark (NIH/OD) [E] 

Sent: Friday, December 23, 2016 12:44 PM 

To: Silverthorn, Courtney (Fed) <courtney.silverthorn @nist.gov>; Hammersla, Ann (NIH/OD) [E] 
<hammersiaa@mail nih.gov> 


Subject: RE: Bayh-Dole NPRM Comments 


Thanks Courtney. | am fine with the response you propose on intramural licensing issues. Ann is on leave but | sent it 
over to her colleagues in case they had a response. 

From: Silverthorn, Courtney (Fed) [mafito:courtney.silverthorn @nist.goy 
Sent: Friday, December 23, 2016 10:49 AM 

To: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM @OD.NIH.GOV>; Hammersla, Ann (NIH/OD) [E] 
<hammersiaa @ mail. nih.goy> 
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Subject: RE: Bayh-Dole NPRM Comments 
Importance: High 


Hi Mark and Ann, 
Please see attached. A draft response to the KEI comments is on page 9 (item 22) which at this pointis! b5 | 


Livcceastecpenceantncieessae, 


i b5 ilf there are other comments please let me know. 


Mark — | have included the revision in 404.7 about) 2 EE Reece, with 
Henry’s suggested edit. 


Ann —| checked with Henry but he asked me to leave the language in 401.14(c)(2) as it is. The way you had revised it 


your note about the PRA but | need to check with the attorney that wrote those sections as to whether we need to 
modify the language now. 


As soon as | hear back from you about the KEI response | will send to Henry for full review. 


Thanks, 
Courtney 


Courtney Siiverthorn, Ph.D. 

Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 
courtney. silverthorn @ nist. 
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From: Mamacos, Peter (HHS/OGA) [/O=NIH/OU=NIHEXCHANGE/CN=RECIPIENTS/CN=PETER.MAMACOS.OS] 

Sent: 11/28/2016 8:58:32 PM 

To: Eiss, Robert (NIH/FIC) [E] [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=eissr]; Rohrbaugh, Mark (NIH/OD) [E] 
[/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM]; Abdoo, Mark (FDA/OC) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Mark.Abdoo.fda]; Larsen, Joseph (OS/ASPR/BARDA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Joseph.Larsen.OS]; Baker, Colin (HHS/ASPE) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Colin.Baker.OS]; Schmeissner, Peter (HHS/OGA) 
[/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Schmeissner, Peter1 
(OS)696]; Bleimund, Emily (OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Bleimund.Emily.OS]; Snyder, 
Anne (HHS/OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Anne.Berlow.os] 

cc: Danelski, Ann (HHS/OGA) [/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8b7530eef60b49b4845 1a38c7ea32511-Danelski, Ann (OS)]; Wood, Rachel 
(HHS/OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Rachel.Wood.OS]; Wolfe, Mitchell (HHS/OS/OGA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Mitchell.Wolfe.OS]; Roach, Jessica (HHS/OGA) 
[/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Fba6c481cfad434499de696552d85e2b-Roach, Jessica (OS)] 

Subject: HHS responses to High Level Panel Report 

Attachments: UNSG+HLP+Report+FINAL+12+Sept+2016.pdf; HHS HLP recs review.docx 


HHS Colleagues, 


As you know, there has been intense interest in the UN Secretary-General’s Report from the High Panel on Access to 
Medicines. We anticipate that calls for action following on the HLP will come up in various forums, including the WHO 
EB, UNAIDS, and the UN General Assembly. We’d like to invite you to participate in a small group discussion of the 
report and its recommendations. 


In order for the USG to be able to respond more coherently to the Panel’s Report, we would like to convene a small 
group of inter-HHS experts who have key expertise in these areas. For example, we understand that several of the 
recommendations pertaining to publicly-funded research, are fairly consistent with existing NIH policy. So we’d like to be 
able to explore some of the recommendations to get your views on which ones HHS might be able support (a fuller USG- 
wide interagency discussion will follow). 

Attached is a draft agenda for our small group discussion. We will schedule 90 minutes for the meeting. 


Please let us know which of the following dates and time slots would be preferable or possible for you to attend: 


e Friday, December 2, between 3pm — 5:30; 
e Monday, December 5, (I’m free any time) perhaps: 9:30am — 11 or 3:30 — 5; 
e Tuesday, December 6; any time after noon. 


Attached is a copy of the High Level Panel Report and an Agenda. We'll send a document that summarizes the 
recommendations with some initial reactions from OGA to follow. 


Please let me know your availability (and pass along to other colleagues who may be relevant to the discussion, although 
we want to keep this fairly small). 


Thanks 


Peter Mamacos 
Director of Multilateral Relations 


REL0000023745 


Office of Global Affairs 
U.S. Department of Health and Human Services 
Washington, DC 20201 


Uiitvarntarackaavasnimeimimicenastaymenvace : 


www.globalhealth.gov 
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Never in the past has our knowledge of science been so 
profound and the possibilities to treat all manner of diseases 
so great. Many sources of transmissible and non-transmissible 
diseases have been identified, and therefore prevention, 
including the fight against bacteria, viruses and parasites, has 
improved dramatically. New generations of medicines and 
their combinations are treating patients whose prognosis 
some years ago would have been fatal. The development of 
medical devices, the ability to combine new materials and use 
micro- and even nanotechnology and computer science are 
increasing the safety of interventions and replacing natural 
functionalities. Progress in fundamental research is nourishing 
an exceptional phase of development of medicines, vaccines, 
diagnostics and medical devices. 


And yet, many people and communities in need of effective 
prevention methods, life-enhancing and life-saving treatments 
and rehabilitationdo not receivethem. insomecases, populations 
live in such unhealthy environments that they remain at daily 
risk of becoming or staying ill. Or, their health services are not 
accessible or so poorly organized and equipped that they 
cannot deliver what is necessary. in other cases, vaccines, 
diagnostics and medicines have not yet been developed for 
defeating the diseases from which they suffer Many face 
prices that are too high, either for those who are paying out- 
of-pocket or for health systems at risk of rationing treatments. 
Availability, affordability and acaptation to specific settings 
and patient categories remain problematic in many regions 
and for many populations throughout the world. Meanwhile, 
new threats ~ new diseases and drug-resistant diseases ~ are 
emerging, for which global solutions must be found urgently. 


in short, on one hand we are witnessing the immense potential 
of science and technology to advance medicine and healthcare, 
while on the other hand we are severely challenged by gaps 
and failures in addressing disease burdens and emerging 
diseases in many countries and communities. 


On 19 Novernber 2015, United Nations Secretary-General 
Ban Ki-moon announced the creation of a High-Level Panel 
on Innovation and Access to Health Technologies (the 'High- 
Level Panel for short}. In outlining our mandate, the Secretary- 
General called upon us to “review and assess proposals and 
recommend solutions for remedying the policy incoherence 
between the justifiable rights of inventors, international 
human rights law, trade rules and public health in the context 
of health technologies.’ 


In line with the goals of United Nations Member States as 
articulated in the 2030 Agenda for Sustainable Development, 
and in particular in support of attaining Sustainable 
Development Goal 3: “Ensure healthy lives and promote well- 
being for all at all ages’ the scope of the High-Level Panel's 
mandate was simultaneously ambitious and limited. it was 
limited because we were not assigned the task of analysing 
all the reasons why health technologies are not available 
or affordable, even if we were always conscious of the many 
unmet obligations with regard to the right to health. lt was 


ambitious because we aimed to propose real solutions that 
would help promote research, development, innovation and 
could increase access to medicines, vaccines, diagnostics and 
medical devices. 


Building on positive initiatives developed in collaboration 
with public and private partners during the last decades, 
recognizing the importance of mitigating trade rules and public 
health obligations (as did the Worid Trade Organization when 
adopting an agreement on trade-related aspects of intellectual 
property and the Doha Declaration), aware of the necessity 
to build coherence and accountability both nationally and 
internationally in the achievement of public health objectives, 
we hope to have contributed to further positive change in 
innovation and access to health technologies. 


The High-Level Panel came together as a diverse groups 
of individuals from various backgrounds, experiences and 
continents. Discussions took place in an atmosphere of mutual 
respect, with each of us recognizing that the world community 
as a whole, and each one of us, shares a stake in this subject 
matter, and that we can and must do better. Even if members 
of the High-Level Panel did not agree on every detail of the 
report, we reached broad consensus on most aspects. And 
most importantly we are unanimous on the need to act, and 
to act now. 


Members of the High-Level Panel were far from alone in 
their endeavours. Our deliberations were informed by and 
benefited froma broad consultative process, which included 
a generous response to a public call for contributions that 
netted 182 submissions, many of which were of a high quality. 
Hearings and Global Dialogues were held in London and 
Johannesburg in March 2016 to examine the proposals and 
incorporate the views and inputs from concerned parties 
and affected c ommunities. The High-Level P anel w asa bly 
supported by an Expert Advisory Group, under the dedicated 
chairmanship of Justice Michael Kirby. This group brought 
together the knowledge and experience of expertise from civil 
society, industry, academia and from many United Nations 
and multilateral organizations. The members of the High- 
Level Panel would like to extend their deepest gratitude to 
all contributors, whom we unreservedly acknowledge 
for enlivening and = enriching our debates and 
strengthening the recommendations. 


To the extent possible, we have grounded our 
recommendations in concrete and actionable steps. We 
hope the report may serve stakeholders - governments, 
policy-makers, business leaders, representatives of 
international organizations and civil society alike — as a useful 
point of reference and evidence te support a stepped up 
mobilization for improving health and well-being for all. 


Ruth Dreifuss 
Co-chair 


Festus Gontebanye Mogae 
Co-chair 
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AIDS 
AMR 

ARV 
CAFTA-DR 
CESCR 
CEWG 
CIPIH 
DNDi 

EID 

EML 

EPA 

FDA 

FTA 
GAP-AMR 
GARD 
Global Fund 
GPRM 
HIV 
ICESCR 
ICTRP 
ICTSD 


OECD 
OHCHR 
PDP 
PEPFAR 
R&D 
SDG 

TB 

TDR 
TPP 
TRIPS 
UDHR 
UNAIDS 
UNCTAD 
UNDP 
UNICEF 
UNIDO 
V3P 
WHO 
WIPO 
WTO 


Acquired immune deficiency syndrome 

Antimicrobial resistance 

Antiretroviral 

Dominican Republic-Central America Free Trade Agreement 
United Nations Committee on Economic, Social and Cultural Rights 
Consultative Expert Working Group on Research and Development: Financing and Coordination (WHO) 
Commission on Intellectual Property Rights, Innovation and Public Health (WHO) 
Drugs for Neglected Diseases initiative 

Emerging infectious disease 

Essential Medicines List 

Economic Partnership Agreement 

Food and Drug Administration (United States) 

Free trade agreement 

Global Action Plan on Antimicrobial Resistance (WHO) 

Global Antibiotic Research and Development Partnership (WHO-DNDi) 
The Global Fund to Fight AIDS, Tuberculosis and Malaria 

Global Price Reporting Mechanism (WHO) 

Human immunodeficiency virus 

International Covenant on Economic, Social and Cultural Rights 
International Clinical Trials Registry Platform 

International Centre for Trade and Sustainable Development 
International non-proprietary name 

Intellectual property 

Least developed country 

Millennium Development Goal 

Muiti-drug-resistant tuberculosis 

Medicines Patent Pool 

North American Free Trade Agreement 

Non-governmental organization 

National Institutes of Health (United States) 

Neglected tropical disease 

Organization for Economic Co-operation and Development 

Office of the United Nations High Commissioner for Human Rights 
Product development partnership 

United States President's Emergency Plan for AIDS Relief 

Research and development 

Sustainable Development Goal 

Tuberculosis 

Special Programme for Research and Training in Tropical Diseases (UNICEF, UNDP, World Bank, WHO) 
Trans-Pacific Partnership 

Agreement on Trade-Related Aspects of Intellectual Property Rights 
Universal Declaration of Human Rights 

Joint United Nations Programme on HIV/AIDS 

United Nations Conference on Trade and Development 

United Nations Development Programme 

United Nations Children’s Fund 

United Nations Industrial Development Organization 

Vaccine Product, Price and Procurement web platform (WHO) 
World Health Organization 

World Intellectual Property Organization 

World Trade Organization 
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Bayh-Dole Act: U.S. legislation enacted in 1980, which created 
a uniform federal policy allowing universities and research 
institutions to elect to retain title, through patent protections, 
to inventions created in whole or in part from federal funding. 


Biologic: Any virus, therapeutic serum, toxin, antitoxin, 
hormone or protein, including monoclonal antibodies or 
similar products used to diagnose, prevent, treat or cure a 
disease or condition. 


Biomedical: The field of science, industry and research that 
applies the natural sciences, especially the biological and 
physiological sciences, to clinical medicine to better understand 
disease processes and develop therapies for the prevention 
and treatment of diseases and conditions that cause illness. 


Biosimilar: A biologic product sufficiently similar in quality, 
safety and efficacy to an already licensed and market-approved 
biologic product that is shown to have no clinically meaningful 
differences from the original biologic product. 


Biotechnology: The use of biological processes, organisms or 
systems to manufacture treatments intended to improve the 
quality of human life. Biotechnology is an interdisciplinary 
science-based technology that combines knowledge from 
various fields, such as microbiology, biochemistry, genetics, 
process technology and chemical engineering. 


Bolar exemption: A legal exception that permits the use of a 
patented invention before the patent expires for the purposes 
of obtaining marketing approval of a generic product for 
commercialization once the patent expires. 


Clinical trial: A research study in which candidate therapies 
are tested on human subjects to identify their clinical, 
pharmacological or other effects, adverse reactions and 
absorption, distribution, metabolism and excretion in the 
human body in order to ascertain their safety and efficacy. 
There are four phases of clinical trials: Phase | (a candidate 
therapy is given to a small group of people for the first time); 
Phase II (the candidate therapy is given to a larger group of 
people to further evaluate its safety and efficacy); Phase Ill (the 
candidate therapy is given to larger groups of people to confirm 
its efficacy, monitor side effects, compare it to commonly 
used treatments and collect safety information); and Phase 
IV (post-marketing studies gather information on the health 
technology's efficacy in various populations and a side-effect 
associated with long-term use). 


Data exclusivity: A legal regime in which, for a specified 
period of time, national regulatory authorities are barred from 
the use of clinical studies and data developed by an originator 
company to register the generic equivalent of a medicine. 
Generic manufacturers seeking regulatory approval within a 
period of data exclusivity must conduct new clinical trials to 
prove the safety and efficacy of their equivalent products. 


Delinkage: A term used to describe a key characteristic of any 
financing model of innovation characterized by the uncoupling 
of R&D costs and consumer prices for health technologies. 
Examples of delinkage models include grants, prizes and 
advance market commitments, among others. 


Doha Declaration on the TRIPS Agreement and Public 
Health: The World Trade Organization (WTO) Declaration on 
the TRIPS Agreement and Public Health (2001), which affirmed, 
inter alia, that the TRIPS Agreement “can and should be 
interpreted and implemented in a manner supportive of WTO 
Members’ right to protect public health and, in particular, to 
promote access to medicines for all.” 


Evergreening: A term used to describe patenting or marketing 
strategies to extend the period of patent protection or effective 
period of market exclusivity, which are considered to be 
unjustifiable and therefore abusive. In some cases, for example, 
this might involve the filing of multiple, often successive, patent 
applications on minor and insignificant variants or indications 
of the same compound 


Health technology: Medicines, vaccines, diagnostics and 
medical devices used to prevent, diagnose and treat health 
problems. 


Neglected diseases: Diseases for which there is a lack 
of sufficient medical innovation, resulting in inadequate, 
ineffective or non-existent means to prevent, diagnose and 
treat them. The lack of sufficient medical innovation is often 
rooted in an absence of market incentives owing to the low 
purchasing power of the populations disproportionately 
affected by such conditions. 


Originator: A term that generally refers to the product that 
was first authorized worldwide for marketing (normally as a 
patented product). The term also refers to the company that 
commercialized the originator product. 


Orphan disease: A disease that affects only small numbers 
of individuals. The threshold number varies from country to 
country. An orphan disease may affect fewer than 200,000 
individuals (United States), fewer than 50,000 Uapan) or less 
than 2,000 (Australia). Definitions vary from diseases affecting 
about 1 to 8 in 10,000 individuals. 


Paragraph 6 decision: An agreement reached by WTO 
Members on 30 August 2003 in response to paragraph 6 of 
the Doha Declaration. The paragraph 6 decision grants waivers 
of the TRIPS Agreement Article 31(f) and (h) to permit the 
manufacture of pharmaceutical products under a compulsory 
licence within the territory of a WTO Member predominantly 
for export to another WTO Member that lacks the requisite 
domestic manufacturing capacity. With this solution, subject to 
a number of conditions, the predominant or total consignment 
of pharmaceutical products manufactured under compulsory 
licence may be exported to another country. 


‘The definitions te this glossary are not designed tu provide « technical dascription of every aspect of national and international legal provisions 
where these are applicable. Rather, the glossary was developed as a ganaral guide for nan-technical readers fer terms uand in the rapert, 
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Patent: A statutory, time-limited exclusive right granted by a 
national authority to prevent others from legally making, using, 
offering for sale or selling a qualifying invention. 


Patentability criteria: Requirements that must be satisfied 
before a patent is awarded. These are (1) subject matter for 
eligibility, (2) novelty, (3) an inventive step and (4) industrial 
application. The precise nature of these requirements is not 
defined in the TRIPS Agreement and it is up to countries to 
define these in their laws and policies. 


Patent pools: An agreement among patent holders to 
voluntarily license a set of their patents to one another or to 
third parties. Patent pools are often administered or managed 
by institutional frameworks to facilitate the negotiation of such 
agreements. 


Publicly-funded research: For the purposes of this report, 
this refers to research that is primarily or totally financed by 
government funds and disseminated through government 
bodies as well as academic and research institutions. 


Test data protection: A legal obligation imposed by the 
TRIPS Agreement on WTO Members to protect undisclosed 
test data from unfair commercial use. Such data is required to 
be submitted as a condition of approving the marketing of a 
pharmaceutical or agricultural chemical product. (Contrast to 
data exclusivity above). 


TRIPS: The WTO Agreement on Trade-Related Aspects of 
Intellectual Property Rights. 


TRIPS flexibilities: A term used broadly to describe a set 
of norms, rules and standards that allow variations in the 
implementation of the TRIPS Agreement obligations, including 
limits on the exercise of intellectual property rights. 


Voluntary licence: A licence granted by a patent holder toa 
third party to produce and/or market and distribute a patented 
product, usually in exchange for a royalty on net sales and 
certain other conditions (for example, geographical restrictions 
on where the product can be sold). 


WHO Essential Medicines List: The World Health Organization 
(WHO) Essential Medicines List (EML) contains therapeutic 
medicines that satisfy the priority healthcare needs of the global 
population. Medicines are deemed ‘essential’ by WHO following 
an evaluation of disease prevalence, public health relevance, 
evidence of clinical efficacy and safety and comparative costs 
and cost-effectiveness. The WHO EML is often used as a guide 
in the development of national essential medicines lists. 
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In September 2015, 193 Member States of the United Nations 
adopted the 2030 Agenda for Sustainable Development (2030 
Agenda). This agenda includes Sustainable Development Goal 
(SDG) 3 that aims to ensure healthy lives and promote the well- 
being of all people of all ages. SDG 3 is an important vehicle 
for realizing the right to health and the right to share in the 
benefits of scientific advancements, whose affirmation dates 
back to the Charter of the United Nations (1945), the Universal 
Declaration of Human Rights (1948) and the Constitution of the 
World Health Organization (WHO) (1948). These rights are also 
enshrined in the International Covenant on Economic, Social 
and Cultural Rights (1966) and various other international 
treaties, declarations and national laws, including at least 115 
constitutions. 


Consistent with the vision of the 2030 Agenda and a 
recommendation by the Global Commission on HIV and the 
Law that the United Nations Secretary-General establish a high- 
level body to propose ways of incentivizing health technology 
innovation and increasing access to medicines and treatment, 
Secretary-General Ban Ki-moon, in November 2015, announced 
the appointment of a High-Level Panel on Innovation and 
Access to Health Technologies. 


In keeping with the commitment of United Nations 
Member States to enhance policy coherence for sustainable 
development, the High-Level Panel’s terms of reference called 
for it to“review and assess proposals and recommend solutions 
for remedying the policy incoherence between the justifiable 
rights of inventors, international human rights law, trade rules 
and public health in the context of health technologies,”among 
other things. In accordance with the principle of universality 
that underpins the 2030 Agenda and its aspiration to leave no 
one behind, the High-Level Panel views innovation and access 
to health technologies as a multi-dimensional and global 
problem that affects all countries. 


Health technology innovation and access 


Over the last few decades, medical innovation has dramatically 
improved the lives of millions of people across the globe. 
Vaccines have significantly reduced the prevalence of diseases, 
ranging from polio to human papillomavirus. Antiretroviral 
medicines have greatly improved the lives of people living 
with the Human Immunodeficiency Virus (HIV). Personalized 
strategies based on molecularly-targeted medicines are likely 
to become central to cancer treatment in the future. Despite 
this noteworthy progress, millions of people continue to suffer 
and die from treatable conditions because of a lack of access to 
health technologies. 


Investment in research and development (R&D) of health 
technologies does not adequately address a number of 
important health needs. In some cases, the cause lies in 
inadequate resourcing of R&D for diseases where the market 
does not provide sufficient return on investment. Antibiotics 
typically offer little pecuniary reward for years of often costly 
research. In these circumstances, experts warn that drug- 


resistant viruses, bacteria, parasites and fungi could cause 
10 million deaths a year worldwide by 2050. The current 
model of medical innovation is ill-equipped to respond to the 
increasing emergence of infectious diseases, such as Ebola and 
Zika. Meanwhile, neglected tropical diseases (NTDs) continue 
to receive inadequate funding for R&D and access to health 
technologies, despite more than a billion people living with 
one or more NTD. The situation is driven by the relatively low 
purchasing power of people disproportionately affected by 
such conditions. 


There are many reasons why people do not get the healthcare 
they need, including, inter alia, under-resourced health systems, 
a lack of sufficiently qualified and skilled healthcare workers, 
inequalities between and within countries, regulatory barriers, 
poor health education, unavailability of health insurance, 
exclusion, stigma, discrimination and exclusive marketing 
rights. The High-Level Panel acknowledges the importance of 
addressing these multiple determinants to health technology 
innovation and access. However, the High-Level Panel's 
mandate is focused on one aspect of a complex challenge: 
the incoherencies between international human rights, trade, 
intellectual property (IP) rights and public health objectives. 


Policies and agreements related to human rights, trade, 
intellectual property rights and public health were developed 
with different objectives at different times. State obligations 
include duties not only to respect, but to protect and fulfil 
the right to health. This requires taking proactive measures 
to promote public health. As reaffirmed by a recent Human 
Rights Council resolution, ensuring access to medicines, and 
particularly to essential medicines, is a fundamental element 
of these obligations. Trade rules and intellectual property laws 
were developed to promote economic growth and incentivize 
innovation. On the one hand, governments seek the economic 
benefits of increased trade. On the other, the imperative 
to respect patents on health technologies could, in certain 
instances, create obstacles to the public health objectives of 
World Trade Organization (WTO) Members. 


The adoption of the WTO Agreement on Trade-Related Aspects 
of Intellectual Property Rights (TRIPS) in 1994 ushered in a new 
and unprecedented era of global intellectual property norms 
and created a new standard of intellectual property protection 
and enforcement. However, negotiators included safeguards, 
or ‘flexibilities; within the TRIPS Agreement that could be used 
by signatories to tailor national intellectual property regimes 
so that countries could fulfil their human rights and public 
health obligations (for instance, laws and regulations regarding 
competition, government procurement and medicines). The 
proliferation of free trade agreements containing expansive 
patent and test data protections on health technologies, 
which exceed the minimum standards for intellectual property 
protection required by the TRIPS Agreement (so-called ‘TRIPS- 
plus’ provisions), may impede access to health technologies. 
Also, an uneven application of health and trade policy 
within and among states can create tensions that fuel policy 
incoherence. 
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Intellectual property laws and access to 
health technologies 


Public health-sensitive intellectual property rules and 
mechanisms can help address the misalignment between 
profit-driven innovation models and public health priorities. 
Voluntary licences, entered into between right holders and 
third parties to facilitate the market entry of more affordable 
health technologies, have helped to lower treatment costs in 
many countries. TRIPS flexibilities — for example, the freedom 
to determine patentability criteria and further define concepts 
such as “novelty, “inventive step” and “industrial applicability 
— can ensure that patents are only awarded for genuine 
innovation. Similarly, the ability to determine the terms upon 
which compulsory licences are issued allows governments 
to fulfil their human rights obligations by securing the 
availability and affordability of health technologies. Many 
governments have not used the flexibilities available under 
the TRIPS Agreement for various reasons ranging from capacity 
constraints to undue political and economic pressure from 
states and corporations, both express and implied. Political 
and economic pressure placed on governments to forgo the 
use of TRIPS flexibilities violates the integrity and legitimacy 
of the system of legal rights and duties created by the TRIPS 
Agreement, as reaffirmed by the Doha Declaration. This pressure 
undermines the efforts of states to meet their human rights and 
public health obligations. The use of TRIPS flexibilities may also 
be impeded by the proliferation of bilateral and regional free 
trade agreements containing TRIPS-plus provisions. 


” 


The policies of public funders of health technology R&D can 
also play an important role in enhancing health technology 
innovation and access. The United States, for instance, holds a 
central position in health technology innovation. The country’s 
R&D and access policies influence other actors, including private 
and public sector donors and foundations, and have an impact 
on access to the fruits of technology worldwide. The introduction 
of the 1980 Bayh-Dole Act in the United States significantly 
changed academic research by allowing universities and public 
research institutions to patent the results of federally-funded 
research and license private enterprises to develop them. 
However, limiting access to academic discoveries can obstruct 
follow-on innovation and force taxpayers to pay twice for the 
benefits of publicly-funded research. Strong, enforceable 
policies on data sharing and data access should be a condition 
of public grants. Public funding agencies should strongly 
encourage patenting and licensing practices that benefit public 
health, including the use of non-exclusive licences, the donation 
of intellectual property rights, participation in public sector 
patent pools and other mechanisms that maximize innovation 
while promoting access. Open models of innovation can also 
lower entry hurdles and accelerate the pace of development 
of health technologies, including those needed to combat 
emerging infectious diseases. 


New incentives for research and 
development of health technologies 


Market-driven R&D has been credited by some for producing a 
number of important health technologies that have improved 
health outcomes significantly worldwide. However, significant 
gaps in health technology innovation and access persist. 
Under the prevailing model, the biomedical industry, with the 
help of intellectual property and data protections, in addition 
to benefiting from public funding for research, recoups 
the costs of its R&D and marketing through high product 
prices protected by patent monopolies and data and market 
exclusivities. As aresult, new technologies are rarely developed 
for health conditions which cannot deliver high returns, such as 
bacterial infections that only require antibiotics. Rare diseases 
that affect comparatively small proportions of the population 
have not traditionally attracted investments although this is 
changing. 


Various efforts are being undertaken by governments, 
philanthropic organizations, international entities, civil society 
groups and the private sector to resolve the incoherence 
between market-driven approaches and public health needs. 
However, such efforts tend to be fragmented, disparate and 
insufficient to deal with priority health needs on a sustainable, 
long-term basis. A much greater effort must be directed to 
supplementing the existing market-driven system by investing 
in new mechanisms that delink the costs of R&D from the end 
prices of health technologies. 


Identification of global health priorities is necessary to 
efficiently distribute scarce health resources, to substantially 
improve the health status of populations and to enhance global 
preparedness for future health crises. The current patchwork of 
public, private and philanthropic funding cannot sufficiently 
and sustainably improve access to health technologies. Greater 
and more sustainable financial commitments are needed from 
both the public and private sectors and should be coordinated 
to achieve maximum utility and effect. 


Governance, accountability and transparency 


Good governance, strong and concrete accountability 
mechanisms and greater transparency are decisive enablers of 
the 2030 Agenda. An important factor behind the incoherence 
between human rights, trade, intellectual property and 
public health lies in the diverse accountability mechanisms 
and transparency levels of these different, but overlapping 
spheres. Trade- and intellectual property-related accountability 
mechanisms are typically regulated by the WTO Dispute 
Settlement Understanding and dispute settlement provisions 
found in free trade and investment agreements. In contrast, 
human rights and public health accountability mechanisms are 
characterized by varying and often limited degrees of precision, 
legal weight and enforceability. 
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Transparency is necessary to hold governments, the private 
sector and other stakeholders accountable for the impact 
of their actions on access to health technologies. However, 
accurate and comprehensive information on the costs of R&D, 
marketing, production and distribution, as well as the end 
prices of health technologies, can be difficult to aggregate. 
Existing public databases of health technology prices managed 
by international organizations and civil society groups, while 
laudable, tend to be limited in scope and accuracy, in part 
because of discounts, mark-ups, taxes and regional pricing 
differences. The absence of transparency in clinical trial data 
and a lack of coordination within national drug regulatory 
authorities can contribute to delays in the registration 
of new health technologies. Procurement decisions and 
generic manufacturing are often delayed by the absence of 
clear, accurate and up-to-date information on existing and 
expired patents. Moreover, trade and investment agreements 
containing TRIPS-plus provisions are often negotiated in secret. 
This lack of transparency makes it difficult to hold governments 
and other stakeholders accountable for the impact of their 
policies and actions on innovation and access to health 
technologies. 


The incoherencies between the right to health, trade, 
intellectual property and public health objectives can only be 
resolved using robust and effective accountability frameworks 
that hold all stakeholders responsible for the impact of their 
decisions and actions on innovation and access to health 
technologies. 


Recommendations 


Intellectual property laws and access to health 
technologies 


World Trade Organization (WTO) Members should commit 
themselves, at the highest political levels, to respect the 
letter and the spirit of the Doha Declaration on TRIPS and 
Public Health, refraining from any action that will limit their 
implementation and use in order to promote access to health 
technologies. More specifically: 


TRIPS flexibilities and TRIPS-plus provisions 


World Trade Organization (WTO) Members must make full use 
of the Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPS) flexibilities as confirmed by the Doha 
Declaration to promote access to health technologies when 
necessary. 


WTO Members should make full use of the policy space 
available in Article 27 of the TRIPS Agreement by adopting and 
applying rigorous definitions of invention and patentability 
that are in the best interests of the public health of the country 
and its inhabitants. This includes amending laws to curtail 
the evergreening of patents and awarding patents only when 
genuine innovation has occurred. 


The United Nations Conference on Trade and Development 
(UNCTAD), the United Nations Development Programme 


(UNDP), the World Health Organization (WHO), the World 
Intellectual Property Organization (WIPO) and the World 
Trade Organization (WTO) should cooperate with one another 
and with other relevant bodies with the requisite expertise 
to support governments to apply public health-sensitive 
patentability criteria. 


These multilateral organizations should strengthen the 
capacity of patent examiners at both national and regional 
levels to apply rigorous public health-sensitive standards of 
patentability taking into account public health needs. 


Governments should adopt and implement legislation that 
facilitates the issuance of compulsory licenses. Such legislation 
must be designed to effectuate quick, fair, predictable and 
implementable compulsory licenses for legitimate public 
health needs, and particularly with regards to essential 
medicines. The use of compulsory licensing must be based on 
the provisions found in the Doha Declaration and the grounds 
for the issuance of compulsory licenses left to the discretion of 
governments. 


WTO Members should revise the paragraph 6 decision in order 
to find a solution that enables a swift and expedient export 
of pharmaceutical products produced under compulsory 
license. WTO Members should, as necessary, adopt a waiver 
and permanent revision of the TRIPS Agreement to enable this 
reform. 


Governments and the private sector must refrain from explicit 
or implicit threats, tactics or strategies that undermine the 
right of WTO Members to use TRIPS flexibilities. Instances of 
undue political and commercial pressure should be reported 
to by the WTO Secretariat during the Trade Policy Review of 
Members. WTO Members must register complaints against 
undue political and economic pressure which includes taking 
punitive measures against offending WTO Members. 


Governments engaged in bilateral and regional trade and 
investment treaties should ensure that these agreements do not 
include provisions that interfere with their obligations to fulfil 
the right to health. As a first step, they must undertake public 
health impact assessments. These impact assessments should 
verify that the increased trade and economic benefits are not 
endangering or impeding the human rights and public health 
obligations of the nation and its people before entering into 
commitments. Such assessments should inform negotiations, 
be conducted transparently and made publicly available. 


Publicly-funded research 


Public funders of research must require that knowledge 
generated from such research be made freely and widely 
available through publication in peer-reviewed literature and 
seek broad, online public access to such research. 


Universities and research institutions that receive public 
funding must prioritize public health objectives over financial 
returns in their patenting and licensing practices. Such practices 
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may include publication, non-exclusive licensing, donations 
of intellectual property and participation in public sector 
patent pools, among others. Sufficient incentives must be in 
place in these practices to make it attractive for developers 
to underwrite the cost of bringing a product to market at 
affordable prices that ensure broad availability. 


Universities and research institutions that receive public 
funding should adopt policies and approaches that catalyse 
innovation and create flexible models of collaboration that 
advance biomedical research and generate knowledge for the 
benefit of the public. 


New incentives for research and development of 
health technologies 


It is imperative that governments increase their current levels 
of investment in health technology innovation to address 
unmet needs. 


Stakeholders, including governments, the biomedical industry, 
institutional funders of healthcare and civil society, should test 
and implement new and additional models for financing and 
rewarding public health research and development (R&D), 
such as the transaction taxes and other innovative financing 
mechanisms. 


Building on current discussions at the WHO, the United Nations 
Secretary-General should initiate a process for governments to 
negotiate global agreements on the coordination, financing 
and development of health technologies. This includes 
negotiations for a binding R&D Convention that delinks the 
costs of research and development from end prices to promote 
access to good health for all. The Convention should focus on 
public health needs, including but not limited to, innovation for 
neglected tropical diseases and antimicrobial resistance and 
must complement existing mechanisms. 


As a preparatory step, governments should form a Working 
Group to begin negotiating a Code of Principles for Biomedical 
R&D. The principles would apply to public R&D funds 
and should also be adopted by private and philanthropic 
funders, product development partnerships, universities, the 
biomedical industry and other stakeholders. Governments 
should report annually on their progress in negotiating and 
implementing a Code of Principles as a preparatory step to 
negotiating the Convention in the United Nations General 
Assembly. 


Governance, accountability and transparency 
Governments 


Governments must review the situation of access to health 
technologies in their countries in light of human rights 
principles and States’ obligations to fulfil them, with assistance 
from the Office of the United Nations High Commissioner for 
Human Rights (OHCHR) and other relevant United Nations 
entities. The results of these assessments should be made 
publicly available. Civil society should be financially supported 


to submit their own shadow reports on innovation and access 
to health technologies. Such national reviews should be 
repeated at regular intervals. 


Governments should strengthen national level policy and 
institutional coherence between trade and_ intellectual 
property, the right to health and public health objectives by 
establishing national inter-ministerial bodies to coordinate laws, 
policies and practices that may impact on health technology 
innovation and access. Appropriate member/s of the national 
executive who can manage competing priorities, mandates 
and interests should convene such bodies. The deliberations 
and decisions of such groups should operate with a maximum 
of transparency. Civil society should be financially supported to 
participate and submit their shadow reports on innovation and 
access to health technologies. 


Multilateral organizations 


The United Nations Secretary-General should establish an 
independent review body tasked with assessing progress 
on health technology innovation and access. Challenges and 
progress on innovation and access to health technologies 
under the ambit of the 2030 Agenda, as well as progress made 
in implementing the recommendations of this High-Level 
Panel, should be monitored by this body. Membership should 
comprise of governments, representatives from United Nations 
and multilateral organizations, civil society, academia and the 
private sector. 


The United Nations Secretary-General should establish an 
inter-agency taskforce on health technology innovation and 
access. This taskforce, operating for the duration of the SDGs, 
should work toward increasing coherence among United 
Nations entities and relevant multilateral organizations 
like the WTO. The taskforce, charged with overseeing the 
implementation of the High-Level Panel’s recommendations 
should be coordinated by the United Nations Development 
Group and report annually to the United Nations Secretary- 
General on progress made in enhancing United Nations 
system-wide coherence on innovation and access to health 
technologies. 


The United Nations General Assembly should convenea Special 
Session, no later than 2018, on health technology innovation 
and access to agree on strategies and an accountability 
framework that will accelerate efforts towards promoting 
innovation and ensuring access as set out in the 2030 Agenda. 
Civil society should be financially supported to participate 
and submit their reports on innovation and access to health 
technologies at this Special Session. 


Private sector companies 


Biomedical private sector companies involved in health 
technology innovation and access should report, as part of 
their annual reporting cycle, on actions they have taken that 
promote access to health technologies. 
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Private sector companies should have a publicly available 
policy on their contribution to improving access to health 
technologies setting out general and specific objectives, 
timeframes, reporting procedures and lines of accountability 
and a governance system that includes direct board-level 
responsibility and accountability on improving access to health 
technologies. 


R&D, production, pricing and distribution of health 
technologies 


Governments should require manufacturers and distributors 
of health technologies to disclose to drug regulatory and 
procurement authorities information pertaining to: (1) the 
costs of R&D, production, marketing and distribution of health 
technology being procured or given marketing approval 
with each expense category separated; and (2) any public 
funding received in the development of the health technology, 
including tax credits, subsidies and grants. 


Building on the Global Price Reporting Mechanism (GPRM), V3P 
and others, WHO should establish and maintain an accessible 
international database of prices of patented and generic 
medicines and biosimilars in the private and public sectors of 
all countries where they are registered. 


Clinical trials 


Governments should require that the unidentified data on all 
completed and discontinued clinical trials be made publicly 
available in an easily searchable public register established and 
operated by existing mechanisms-such as the WHO Clinical 
Trials Registry Platform, clinical trials.gov or in peer reviewed 
publications, regardless of whether their results are positive, 
negative, neutral or inconclusive. 


To facilitate open collaboration, reconstruction and 
reinvestigation of failures, governments should require 
that study designs and protocols, data sets, test results and 
anonymity-protected patient data be available to the public in 
a timely and accessible fashion. Those undertaking clinical trials 
must not prevent researchers from publishing their findings. 


Patent information 


Governments should establish and maintain publicly accessible 
databases with patent information status and dataon medicines 
and vaccines. This information should be periodically updated 
and consolidated by WIPO in collaboration with stakeholders 
to develop an international, easily searchable database which 
should include: (1) standard international common names for 
biological products; (2) international non-proprietary names 
for products, either as known at the time of application or after 
the granting of a patent; and (3) dates of grant and expiry. 
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In September 2015, 193 Member States of the United Nations 
adopted the 2030 Agenda for Sustainable Development (2030 
Agenda). This agenda includes Sustainable Development Goal 
(SDG) 3 that aims to ensure healthy lives and to promote the 
well-being of all people of all ages. SDG 3 comes with specific 
targets for supporting research, development and access 
to essential medicines and vaccines.' The 2030 Agenda also 
reinforces the importance of human rights, including the right 
to health and the right to share in the benefits of scientific 
advancements, whose affirmation dates back to the Charter of 
the United Nations (1945),? the Universal Declaration of Human 
Rights (1948)? and the World Health Organization (WHO) 
Constitution (1948)4 These rights are also found in numerous 
global and regional treaties and in many national constitutions? 
® Despite the presence of these rights and the commitment 
of countries to advance public health objectives, millions of 
people do not have access to the health technologies that form 
a core component of the right to health. The reasons for this are 
complex and numerous. The United Nations Secretary-General 
released a synthesis report in 2015 identifying some of the 
underlying causes. One of the main causes cited in the report 
was incoherence between current modes of international 
governance in trade, finance and investment on the one hand 
and norms and standards for labour, the environment, human 
rights, equality and sustainability on the other’ This report 
called for steps to be taken to ensure that “global intellectual 
property regimes and the application of the flexibilities of the 
Agreement on Trade-Related Aspects of Intellectual Property 
Rights (TRIPS) are fully consistent with and contribute to the 
goals of sustainable development.”® 


Consistent with the vision of the 2030 Agenda, including a 
commitment by United Nations Member States to enhance 
policy coherence for sustainable development and a 
recommendation by the Global Commission on HIV and the 
Law that the United Nations Secretary-General establish a high- 
level body to propose ways of incentivizing health technology 
innovation and increasing access to treatment,’ Secretary- 
General Ban Ki-moon, in November 2015, announced the 
appointment of a High-Level Panel on health technology 
innovation and access, or for short, the ‘High-Level Panel 
on Access to Medicines’ (the High-Level Panel). The High- 
Level Panel was comprised of 15 eminent individuals with an 
understanding of a broad range of legal, commercial, trade, 
public health and human rights issues central to promoting 
innovation and access to health technologies. Their work was 
supported by a 25-member Expert Advisory Group constituted 
from academia, the private sector, civil society and relevant 
United Nations and international organizations, such as the 
World Trade Organization (WTO). 


The High-Level Panel builds on previous and existing work in 
the field of health technology innovation and access. These 
include developments at WHO, the Human Rights Council 
and the United Nations General Assembly since the release 
of the report of the Commission on Intellectual Property 
Rights, Innovation and Public Health (CIPIH). These initiatives 
have guided governments when addressing the important 
challenges related to health technology innovation and access 


to prevent and treat various infectious and noncommunicable 
diseases. 


The High-Level Panel’s mandate includes a request by the United 
Nations Secretary-General to: “Review and assess proposals 
and recommend solutions for remedying the policy incoherence 
between the justifiable rights of inventors, international human 
rights law, trade rules and public heaith in the context of health 
technologies.” ° 


In accordance with the principle of universality that underpins 
the 2030 Agenda and its aspiration to leave no one behind," 
the High-Level Panel views access to medicines, vaccines, 
diagnostics and related health technologies as a serious, multi- 
dimensional global problem, with challenges that affect all 
people andall countries. Adoptinga broad approach is necessary 
at this juncture in history, as the High-Level Panel recognizes 
that the costs of health technologies are rising globally and are 
being felt by individuals and by public and private insurance 
schemes in both wealthy and resource-constrained countries 
alike. These rising costs have the potential to push more people 
into poverty. With populations living longer, the need for health 
technologies, especially for noncommunicable diseases, only 
grows, placing a strain on budgets to meet greater healthcare 
burdens—not to mention the health-related threats of a global 
nature, such as increasing incidences of resistance to antibiotics 
and emerging transmissible diseases. 


The report is structured in four chapters: 


¢ Chapter one (Health Technology Innovation and Access) 
examines the problem at the heart of the High-Level Panel's 
mandate: asymmetries of power between institutions and the 
incoherencies in law, policy and practice between the right to 
health, international trade and intellectual property rules and 
public health objectives and their effect on health technology 
innovation and access. 


Chapter two (Intellectual Property Laws and Access to 
Heaith Technologies) discusses the prevalent international 
intellectual property regime, the flexibilities contained therein 
that can be used to promote access to health technologies 
and examines why flexibilities have not been systematically 
used, as well as developments such as free trade agreements 
that may impede the use of TRIPS flexibilities. 


Chapter three (New Incentives for Research and 
Development of Health Technologies) highlights the role that 
increased coordination, priority setting and R&D can play in 
systematically addressing unmet health needs and examines 
some of the new models that can be used by various actors. 


Chapter four (Governance, Accountability and Transparency) 
examines governance and accountability mechanisms 
needed to promote health technology innovation and 
access, including the roles of key stakeholders. It highlights 
the need for transparency in the various stages of health 
technology innovation and access in order to strengthen 
coherence at all levels of policies and actions. 
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The last half-century has borne witness to a fertile period 
of medical innovation that has improved the health and 
lives of millions. During this time, a successful polio vaccine 
was developed and contributed to a 99% reduction in 
cases worldwide.'? In 1996 triple-drug anti-retroviral (ARV) 
therapy was recommended, transforming the Acquired 
Immune Deficiency Syndrome (AIDS) from a death sentence 
to a manageable chronic disease.? Investments by industry, 
generic competition and collaborations between industry, 
philanthropy, governments, non-governmental organizations 
(NGOs) and the tenacious advocacy by patients and their 
allies have resulted in 17 million people accessing life-saving 
HIV treatments.'* The introduction of a vaccine for rotavirus 
in 2006 has resulted in a dramatic reduction in deaths and 
hospitalizations of babies and young children." Thedisfiguring, 
disabling mosquito-borne disease lymphatic filariasis (also 
known as elephantiasis), primarily endemic to Africa, can now 
be prevented with a single, annual, two-medicine treatment 
and medicines donated by manufacturers, delivered through 
mass administration programmes, have begun to slow 
infection and transmission in affected countries.'® Scientists 
are developing breast cancer and lupus therapies based on 
discoveries in genetics,’” as well as stem cell-based medicines.'® 
Deadly and formerly incurable diseases are meeting their 
nemeses. Introduced in 2014, sofosbuvir, in combination 
with daclatasvir, cures almost all hepatitis C patients over a 
remarkably short period of time, with minimal side effects." 
These advances, along with improvements in nutrition and 


sanitary conditions, have contributed to improved health 
outcomes across the world. 


According to WHO, an estimated 1.7 billion people in 185 
countries needed mass and/or individual treatment and care 
for neglected tropical diseases (NTDs) in 2014.7? Despite NTDs 
accounting for approximately 12% of total disease burden, 
just 4% of therapeutic products registered between 2000 
and 2011 were indicated for these diseases.?! Rapid point- 
of-care diagnostics, particularly for use in resource-limited 
settings and in health emergencies, such as Ebola and Zika, 
are essential.” But diagnostics can be complex and costly to 
develop,” resulting in an inadequate number on the market.* 
And in spite of progress, paediatric formulations remain scarce 
for conditions that affect children.2> The reasons behind the 
inadequate supply of paediatric formulations are complex and 
are also linked to a reluctance to conduct clinical trials with 
children. 


In spite of many notable advancements, numerous challenges 
remain. In some cases, progress has been uneven, leaving 
many people without access to the benefits of the advances 
made. The causes for this vary, but one can be attributed to 
inadequate investments in R&D for diseases for which the 
market does not provide sufficient financial return, as is the 
case for antimicrobial resistance (AMR). If not controlled or 
reversed, drug-resistant viruses, bacteria, parasites and fungi 
could, according to projections, cause 10 million deaths a year 


No more evident is the need for a callaborative global health response than with AMR, which threatens the foundation of 
modern health systems and can undermine efforts to achieve the SDGs. 


Ag bacterial infections grow more resistant to antibiotics, companies are pulling 


aut of antibiotics research and fewer new antibiotics are being approved, 


Number of 
antibiotics appraveet 


MRSA 


Antibiotic-resistant (96) 


4980 1968 1995 2060 2005 2010 


*Proportion of clinical isolates that are resistant to antibiotic. KSSA. methicillin-resistant Staphylococcus aureus. 


vancomycin-resistant Enterococcus. Ske. fluoroquinolone-resistant Pseudomonas aeruginosa! 


' Cooper. A. etal (2011) Fix the antibiotics pipeline. Available at: eadeu 
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by 2050, and cost the global economy at least US$ 100 trillion, 
affecting wealthy and resource-constrained countries alike 
(see chart). Yet, aside from bedaquiline, a medicine approved 
in 2012 to treat multi-drug resistant tuberculosis (MDR-TB), 
only one novel class of antibiotics has been developed in the 
past 40 years. From a public health perspective, therefore, it is 
imperative to develop new antimicrobials and to control their 
use with the aim of preserving them, thereby breaking the 
resistance cycle. However, lower consumption signifies reduced 
sales, carving into any potential profit margins, such that few 
single players are willing to invest the financial, technical and 
human resources necessary to bring an antimicrobial medicine 
to market. 


Coordinated and collaborative efforts of public-private 
partnerships and product development partnerships (PDPs) 
have been key to bringing together the resources and 
strengths of the private, philanthropic and public sectors to 
innovate and deliver several important health technologies.”” 
International organizations, such as the Global Fund to Fight 
AIDS, Tuberculosis and Malaria (the Global Fund), UNITAID 
and the United States President's Emergency Plan for AIDS 
Relief (PEPFAR), aggregate and distribute resources for tackling 
diseases, including malaria and tuberculosis, while the Gavi 
Alliance contributes to improving access to vaccines in poor 
countries. In the absence of a viable market, the existence of 
these mechanisms may help provide alternative incentives 
and financing for health technology innovation and access.” 
What some of these arrangements and mechanisms have in 


common is the concept of delinkage, which, for the purposes 
of this report, refers to separating the costs of R&D from the 
end prices of health technologies. Innovative mechanisms to 
address unmet needs have enabled policymakers to plan and 
budget R&D expenditure more rationally so as to use resources 
more efficiently and — most importantly — to invest according 
to public health priorities.” 


Adequate investment in R&D by the public sector is crucial if 
governments are to fulfil their obligations with respect to the 
right to health. An analysis of spending on health technology 
R&D in wealthy countries found that 60% derived from the 
private sector and 40% from public and non-profit sources.” 
The percentages were reversed for R&D in diseases that heavily 
affect low- and middle-income countries, including HIV,3' TB? 
and malaria.*? For those conditions, the public sector provided 
approximately 60% of total R&D funding. 


Innovation is vital to achieving the 2030 Agenda's goal of 
improving the health and well-being of all people at all ages 
and appears in a number of SDG targets. SDG 3 would require 
conducting more holistic situation assessments, prioritizing 
the most pressing public health needs by the funders of 
health R&D, financing equitably and sustainably and using 
public and private resources more prudently and strategically. 
Transparent, reliable and widely-available data is crucial to 
inform the policy-making process at various stages. This could 
include data on costs, pricing and patent information. It might 
also involve the creation or population of existing clinical trial 
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data repositories, and easily accessible databases on patent 
and pricing by country and the costs of R&D. This information 
must be available for better governance and accountability 
and could help minimize redundancies and maximize returns 
on investments, ensuring innovation and access can take place 
that will benefit patients and public health objectives. 


Cost is one of the key determinants of access, both in situations 
when patients pay out-of-pocket™* and when governments are 
making choices about what to fund under national health and 
treatment programmes. According to WHO and the World Bank, 
400 million people worldwide lack healthcare, including access 
to medicines, vaccines and diagnostics and medical devices. 
Those who lack access are disproportionately poor, and three- 
quarters of them live in so called middle-income countries.*° 
Individuals living on low incomes in many wealthy countries face 
challenges in accessing treatment for some infectious diseases, 
noncommunicable and rare diseases.” For example, a recent 
study found that the median nominal factory price of a 12- 
week course of sofosbuvir across 26 Organization for Economic 
Co-operation and Development (OECD) countries was USS 
42,017 and ranged from US$ 37,729 in Japan to US$ 64,680 in 
the United States. 6 These price discrepancies also reflect the 
capacity of countries to negotiate prices. Treatment for rare 
diseases can be exorbitantly costly. For instance, ivacaftor, an 
effective medicine for some people with cystic fibrosis, costs as 
much as US$ 294,000 per patient per year in wealthy countries 
{2011).*9 


Box 1: One South African patient's journey with extensively 
drug-resistant tuberculosis 


South African Phumeza Tisile was diagnosed with TB in 2010. 
“First, | was diagnosed with ‘normal TB, then later | was told that | 
had multi-drug resistant TB, only to be told later again that | had 
extensively drug-resistant TB” explains Phumeza. The reason for 
the incorrect diagnosis was that the GeneXpert® machine used 
to diagnose multi-drug resistant and extensively drug-resistant 
TB was not available in South Africa at the time. 


“Of course, the normal TB medication did not work,’ says 
Phumeza. “When | was told | had multi-drug resistant TB, | had 
to swallow around 20 tablets every day for more than three 
years. | took close to 20,000 tablets, of all sizes and colours, 
along with painful injections for the first six months.’ 


According to her doctors, Phumeza needed the drug linezolid. 
The private sector price for each linezolid pill was South African 
Rand 676 (USS 67 at the time). A quality-assured generic 
version was available through the Global Fund programme for 
USS 7.90 per pill, but this version could not be used in South 
Africa as a patent was preventing generic competition. Finally, 
in 2013, Phumeza gained access to linezolid through the non- 
governmental organization Médecins Sans Frontiéres. 


Fortunately for other extensively drug-resistant TB patients in 
South Africa today, the patent on the originator product has 


expired and a generic company has been registered in South 
Africa with others pending registration. The South African 
government now purchases linezolid on tender for the public 
sector at South African Rand 100 (US$ 6.86) per pill, which is 
close to the lowest global price of US$ 5.35 per tablet. 


“The side effects of MDR-TB drugs are a nightmare,’ recalls 
Phumeza, “skin problems and vomiting every day. | even had 
surgery and became deaf from the kanamycin injection.” 


Despite the side effects, Phumeza says she pulled through and 
stayed alive by daring herself to “not end up in a body bag” 
like others she had seen at the hospital. “Linezolid was the 
key player in all of this,’ she notes. “Without it, | am not sure if | 
would still be here. At the time, not many patients were lucky 
enough to get linezolid because it was too expensive.” 


In 2015, Phumeza received cochlear implants, paid for through 
a crowd funding website and medical insurance, which 
restored her hearing. “But now tell me this,’ asks Phumeza, “how 
is someone from South Africa able to pay 500,000 South African 
Rand [USS 37,650 according to average 2015 exchange rates] to 
afford cochlear implants?” 


Phumeza’s story highlights the importance of patients having 
access not just to medicines, but to all health technologies, 
including vaccines, diagnostics and medical devices, in order to 
prevent and treat illness. 


Many reasons exist why people do not get the healthcare 
they need, ranging from: under-resourced health systems, a 
lack of sufficiently qualified and skilled healthcare workers, 
inequalities between and within countries, exclusion, stigma, 
discrimination and exclusive marketing rights, to name 
a few. WHO has recognized that the myriad of problems 
affecting health technology innovation and access (including 
unaffordability, poor quality, inappropriate use, procurement, 
supply chain and regulatory obstacles for both originator and 
generic products alike, etc.) reflect weaknesses of public health 
systems overall, especially in poor countries.” 


Adequate financing of health technology R&D is needed and 
steps must be taken — by governments in particular — to 
guarantee investments that lead to equitable access, especially 
for poor and vulnerable populations. Robust information 
systems are fundamental for ensuring consistent pricing, 
payment and reliable supplies (for example, a well-managed 
supply chain can help avoid stock-outs and delays). At the 
point of care, service delivery must also be effective. Well- 
trained personnel at each stage of service delivery is critical to 
ensure that the right populations are identified for preventive 
interventions; that diagnostics are used effectively; that 
medicines are properly prescribed and dispensed; and that 
advice on the use of health technologies is conveyed in a way 
which encourages adherence and proper use. 
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WHO recommends, among other things, that closer attention 
is paid to the bottlenecks that prevent equitable access 
to medicines across populations. There must be fair and 
transparent selection for inclusion on national essential 
medicines lists, greater use of innovative pricing and financing 
strategies, more efficient supply models and more effective 
incentives for the appropriate use of medicines. While most 
essential medicines {as listed by WHO, see below box) are off 
patent, millions of people still do not have access to them." 
Regulatory inefficiencies, poor health education, unavailability 
of health insurance and insufficient financial protection for 
those who have to pay for some or all of their treatment are 
major barriers to access.*? Others note that fees, profits, taxes 
and tariffs along the supply chain can inflate prices significantly, 
but governments have been hard-pressed to track and control 
these increases.” 


Box 2: WHO Essential Medicines List 


The first WHO Essential Medicines List (EML) was published 
in 1977 in response to World Health Assembly Resolution 
WHA28.66 calling on WHO to assist Member States to select and 
procure essential medicines of good quality and at a reasonable 
cost. Over the past 39 years, 18 revisions of the list have been 
published. The selection criteria has evolved from an experience- 
based to an evidence-based approach, incorporating public 
health relevance, efficacy, safety and cost-effectiveness.“ 


The EML provides a model for at least 156 national medicines 
lists and is a key component of national medicine policies and 
medicine access initiatives. Divergence between the EML and 
national lists are caused, inter alia, by differences in local and 
regional morbidity patterns, time lags associated with new 
additions and country-level cost-effectiveness assessments. 
While the majority of medicines on previous revisions of 
the EML have historically been off-patent, the inclusion 
of new high-priced, patented treatments for hepatitis C, 
cancers and MDR-TB on the 2015 EML was an unprecedented 
development.* 


The High-Level Panel is fully aware and acknowledges the 
critical importance of addressing the multiple determinants 
of access as well as the important work being undertaken by 
organizations and groups to surmount the enormous hurdles 
in these areas. It is critical that governments, international 
agencies, civil society and other relevant stakeholders work 
together to address the multiple determinants of access 
within health systems. While fully appreciating the broader 
context and determinants of health technology access, the 
High-Level Panel’s recommendations focus on its mandate to 
address a specific and important aspect of health technology 
innovation and access: the policy incoherencies between 
trade and intellectual property rules, public health objectives 
and international human rights. The High-Level Panel has 
focused on its mandate while noting that these other issues 
are also of critical importance in determining access to health 
technologies. 
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Policies that have a bearing on access to health 
technologies that are associated with trade, intellectual 
property, health and human rights were developed with 
different objectives and at different periods in history. Each is 
governed by its own legal and regulatory regime and each 
imposes obligations that may not align with the others. Trade 
and intellectual property rules were not developed with the 
goal of protecting the right to health, just as human rights 
doctrine does not primarily concern itself with promoting 
trade or reducing tariffs. Intellectual property regimes 
seek to balance the rights of inventors with the wider 
interests and needs of society.” Policy incoherencies arise 
when legitimate economic, social and political interests and 
priorities are misaligned or in conflict with the right to 
health. State obligations include duties not only to 
respect, but to protect and fulfil the right to health. This 
requires taking proactive measures to promote public health. 


Another key aspect of incoherence lies in the 
misalignment between market-based models that incentivize 
innovation and the need to obtain treatment for patients. 
State obligations include duties not only to respect, but to 
protect and fulfil the right to health; which requires States to 
take proactive measures to promote public health.” As 
reaffirmed by a recent resolution of the Human Rights Council, 
ensuring access to medicines, and particularly to essential 
medicines, is a fundamental element of these obligations.” 
Yet, insufficient investment is being made in R&D for 
diseases that predominantly affect the poor. Furthermore, 
prices charged by some right holders place severe burdens on 
health systems and individual patients, in wealthy and 
resource-constrained countries alike. 


The role of public funding of health technology R&D can 
also fuel incoherence, for example when public funding is 
used to subsidize private sector research, only for the fruits 
of such research to be priced out of reach for both public 
and private sector consumers. 


Box 3: The right to health and the responsibilities of 
governments and other parties 


The right to the enjoyment of the highest attainable standard 
of physical and mental health was first articulated in the WHO 
Constitution of 1948, whose preamble described it as “one 
of the fundamental rights of every human being without 
distinction of race, religion, political belief, economic or social 
condition.’® The right to health is also enshrined within Article 
25 of the 1948 Universal Declaration of Human Rights, Article 
12 of the 1966 International Covenant on Economic, Social and 
Cultural Rights (ICESCR) and various other international treaties, 
declarations and national laws, including at least 115 national 
constitutions. States are obliged to respect, protect and 
fulfil the right to health, which includes a duty to ensure that 
medicines are available, accessible, culturally acceptable and 
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of good quality. The 2006 Report of the Special Rapporteur 
on the right of everyone to the enjoyment of the highest 
attainable standard of physical and mental health, reiterated 
the obligation of states to fulfil the human right to medicines 
and to make full use of TRIPS flexibilities for this purpose.*' 


The 2009 Report of the Special Rapporteur on the right of 
everyone to the enjoyment of the highest attainable standard 
of physical and mental health further explored the impact of 
TRIPS and TRIPS-plus provisions on the right to health and in 
particular on access to medicines. While calling on all countries 
to incorporate and make full use of TRIPS flexibilities, the 
Special Rapporteur further called on developing and least 
developed countries not to introduce TRIPS-plus provisions in 
their national laws and on developed countries not to include 
such provisions in free trade agreements.” 


Human rights law recognizes that the full achievement of 
all rights requires resources. There is a legal obligation of 
progressive realization: each state party must “take steps, 
individually and through international assistance and 
cooperation, especially economic and technical, to the 
maximum of its available resources, with a view to achieving 
progressively the full realization of the rights recognized in the 
present Covenant.’ * 


The right to health also imposes a duty on states to protect 
the right against abuses by third parties.% In its “Norms on 
the responsibilities of transnational corporations and other 
business enterprises with regard to human rights,’ the United 
Nations Sub-Commission on the Promotion and Protection of 
Human Rights recognized that although states bear the primary 
responsibility to promote, respect and protect human rights, 
“transnational corporations and other business enterprises...are 
also responsible for promoting and securing... .human rights” © 


While the Universal Declaration of Human Rights and the 
CESCR protect the right to health and the right to enjoy the 
benefits of science, they also guarantee the rights of scientists, 
artists and authors to protect their work's integrity and reap its 
financial benefits.*° However, it is worth emphasizing that the 
United Nations Committee on Economic, Social and Cultural 
Rights (CESCR), an independent body of experts that monitors 
CESCR implementation, clarified that natural persons, not 
corporations, have human rights to these protections. This 
protection, the Committee wrote, “is a human right, which 
derives from the inherent dignity and worth of all persons,’a fact 
that “distinguishes human rights from most legal entitlements 
recognized in intellectual property systems.” *” 


1.2.1 The TRIPS Agreement and the right to health 


Since the emergence of formal patent statutes over 500 years 
ago, governments have granted temporary monopolies with 
conditions attached, such as, for instance, requiring the right 
holder to train local artisans in the craft and technology that 
produced the product.** The rules that spur innovations and 
govern their protection and diffusion evolve in accordance 


with the exigencies of trade. It remains important, however, 
that national and multilateral policies balance objectives: trade 
promotion and liberalization versus the protection of domestic 
industries and citizens. The first formal multilateral patent 
treaty, the 1883 Paris Convention for the Protection of Industrial 
Property, imposed a set of global norms, butit also left signatories 
significant room to use intellectual property to pursue national 
goals. States retained the discretion to determine the duration 
of a patent under national law and to exclude certain fields of 
technology from patentability. The Convention also provided 
for the revocation of patents and the issuance of compulsory 
licences to remedy abuses by right holders.*? 


In 1986, when trade negotiations leading to the establishment 
of the WTO commenced, 50 countries did not provide patent 
protection on pharmaceutical products.” This remained 
essentially unchanged for the next decade, although some 
Andean countries began adopting pharmaceutical patent 
protections in the 1990s. In 1995, with the entry into force 
of the Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPS) under the aegis of the WTO, a new 
and unprecedented era of global intellectual property norms 
began. The TRIPS Agreement was a watershed in the evolution 
of intellectual property protection. its provisions required WTO 
Members subject to the transition periods then available for 
developing countries (and still available to LDCs) to provide a 20- 
year period of patent protection on health technologies. WTO 
Members were required to implement the TRIPS Agreement as 
a condition of their membership, which most governments saw 
as crucial in a global economy. 


For many countries and public health proponents, provisions 
embodied in the TRIPS Agreement presented a policy dilemma. 
On the one hand, governments embraced the agreement for 
the economic benefits of increased trade. On the other, the 
obligation to grant patents on medicines and other health 
technologies would affect the availability and affordability of 
health technologies. This obligation had a clear potential to 
strain national budgets and to place health technologies out of 
the reach of those in need. Meanwhile, human rights law—both 
binding international treaties and national statutes—required 
governments to progressively realize the highest attainable 
standard of health. 


To address these tensions, negotiators included safeguards 
in the TRIPS Agreement that could be used to promote the 
right to health. Article 7, for instance, provides that intellectual 
property rights should advance technological innovation and 
the dissemination of technology “to the mutual advantage of 
producers and users...in a manner conducive to social and 
economic welfare, and to a balance of rights and obligations.” 
Article 8 (1) provides that “Members may, in formulating 
or amending their laws and regulations, adopt measures 
necessary to protect public health and nutrition, and to 
promote the public interest in sectors of vital importance to 
their socioeconomic and technological development, provided 
that such measures are consistent with the provisions of this 
Agreement.” 
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The TRIPS Agreement also included ‘flexibilities’ that enable 
signatories to tailor and employ national intellectual property 
law, competition law, medical regulations and procurement 
laws to fulfil their human rights and public health obligations. 


Among the most discussed TRIPS flexibilities are compulsory 
licences, wherein a government imposes the terms under 
which a patented product can be used or produced in generic 
versions without the consent of the patent holder. 


- Goods legitimately placed on another market may be imported from another market | 
- without permission of the right holder because of the exhaustion of the patent holder's | 
» exclusive marketing rights. 


Parallel imports 6 


: ' WTO Members may develop their own definitions of ‘novelty; ‘inventive step’ and | 

Patentability criteria 27 . ‘industrial application’ They can also refuse to grant patents for certain subject matter, | 
: _ e.g. plants and animals. 

_ WTO Members may provide limited exceptions to the exclusive rights conferred by 

_ a patent, provided that such exceptions do not unreasonably conflict with a normal 

- exploitation of the patent and do not unreasonably prejudice the legitimate interests | 

_ of the patent owner. 


General exceptions 30 


_ A non-voluntary licence may be granted by a duly authorized administrative, quasi- 
_ judicial or judicial body to a third party to use a patented invention without the | 
_ consent of the patent holder, subject to the payment of adequate remuneration inthe | 
_ circumstances of each case. 


Compulsory 


: i 31 
licensing 


' Agovernment authority may decide to use a patent without the consent of the patent | 
- holder for public, non-commercial purposes, subject to the payment of adequate | 
: remuneration in the circumstances of each case. 


Government use 31 


ue Members may adopt appropriate measures to prevent or remedy anti-competitive 
Competition-related y pt approp p y p 


oe 8, 31{k),40 practices relating to intellectual property. These include compulsory licences issued 
provisions . i ms : is ; 
: on the basis of anti-competitive conduct and control of anti-competitive licensing. 
— LDCs are not required to provide patent or data protection in general until 1 July 2021 | 
Transition periods 65, 66 » and on pharmaceutical products are not required to grant or enforce patents or data | 


' protection until 1 January 2033, or a subsequent date as agreed by WTO Members. 


A few years after the TRIPS Agreement came into force, the 
context of the burgeoning AIDS pandemic at that time made 
it clear that WTO Members had yet to reach consensus on how 
to interpret and apply the flexibilities within the agreement. 
Many WTO Members sought consensus on interpretation of 
the TRIPS Agreement. An accord was finally reached and is 
embodied in the Doha Declaration on the TRIPS Agreement 
and Public Health (2001). The Doha Declaration stresses that 
TRIPS “can and should be interpreted and implemented” to 
support the “right to protect public health [and] promote 
access to medicines for all” including the sovereign 
determination of the grounds under which a compulsory 
licence may be issued.® 


Box 5: The Doha Declaration on the TRIPS Agreement and 
Public Health 


Notwithstanding the public health flexibilities included in the 
TRIPS Agreement, in the late 1990s, in practice, the right to 
make use of these flexibilities by governments of developing 
countries was challenged by the pharmaceutical industry and 
by governments of a number of high-income countries. In 
this context, WTO Members sought to reach consensus on the 
relationship between the TRIPS Agreement and public health. 


In April 2001, the TRIPS Council held a Special Session to discuss 
the right of WTO Members to use TRIPS flexibilities. After 
protracted negotiations, the Doha Declaration was adopted 
on 14 November 2001. The Doha Declaration affirms the rights 
of WTO Members to use flexibilities in the TRIPS Agreement to 
promote public health objectives. The Doha Declaration states: 


1, We recognize the gravity of the public health problems afflicting 
many developing and least developed countries, especiaily 
those resulting from HIV/AIDS, tuberculosis, malaria and other 
epidemics. 


2. We stress the need for the WTO Agreement on Trade-Related 
Aspects of Intellectual Property Rights (TRIPS Agreement) to be 
part of the wider national and international action to address 
these problems. 


3. We recognize that intellectual property protection is important 
for the development of new medicines. We also recognize the 
concerns about its effects on prices. 


4, We agree that the TRIPS Agreement does not and should not 
prevent members from taking measures to protect public health. 
Accordingly, while reiterating our commitment to the TRIPS 
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Agreement, we affirm that the Agreement can and should be 
interpreted and implemented in a manner supportive of WTO 
members’ right to protect public health and, in particular, to 
promote access to medicines for all. 


In this connection, we reaffirm the right of WTO members to use, 
to the full, the provisions in the TRIPS Agreement, which provide 
flexibility for this purpose. 


5. Accordingly and in the light of paragraph 4 above, while 
maintaining our commitments in the TRIPS Agreement, we 
recognize that these flexibilities include: 


a.In applying the customary rules of interpretation of public 
international law, each provision of the TRIPS Agreement 
shall be read in the light of the object and purpose of the 
Agreement as expressed, in particular, in its objectives and 
principles. 


b. Each member has the right to grant compulsory licences 
and the freedom to determine the grounds upon which such 
licences are granted. 


c. Each member has the right to determine what constitutes 
a national emergency or other circumstances of extreme 
urgency, it being understood that public health crises, 
including those relating to HIV/AIDS, tuberculosis, malaria 
and other epidemics, can represent a national emergency or 
other circumstances of extreme urgency. 


d. The effect of the provisions in the TRIPS Agreement that are 
relevant to the exhaustion of intellectual property rights is 
to leave each member free to establish its own regime for 
such exhaustion without challenge, subject to the most- 
favoured-nation and national treatment provisions of 
Articles 3 and 4.” 


6.We recognize that WTO members with insufficient or no 
manufacturing capacities in the pharmaceutical sector could 
face difficulties in making effective use of compulsory licensing 
under the TRIPS Agreement. We instruct the Council for TRIPS to 
find an expeditious solution to this problem and to report to the 
General Council before the end of 2002. 


7. We reaffirm the commitment of developed country members to 
provide incentives to their enterprises and institutions to promote 
and encourage technology transfer to least developed country 
members pursuant to Article 66.2. We also agree that the least 
developed country members will not be obliged, with respect to 
pharmaceutical products, to implement or apply Sections 5 and 
7 of Part ff of the TRIPS Agreement or to enforce rights provided 
for under these sections until 1 January 2016, without prejudice 
to the right of least developed country members to seek other 
extensions of the transition periods as provided for in Article 66.1 
of the TRIPS Agreement. We instruct the Council for TRIPS to the 
necessary action to give effect to this pursuant to Article 66.1 of 
the TRIPS Agreement. 


Since the TRIPS Agreement came into effect, bilateral and 
regional free trade agreements (FTAs) concluded by several 
governments have progressively expanded and deepened 


patent and test data protections on health technologies. Such 
provisions further exacerbate policy incoherence by narrowing 
the options provided by the TRIPS Agreement and the Doha 
Declaration for governments to ensure that intellectual 
property protection and enforcement does not undermine 
their human rights obligations and public health priorities. 
A number of provisions found in bilateral and regional FTAs 
exceed the minimum standards for intellectual property 
protection and enforcement required by the TRIPS Agreement. 
These provisions may impede access to health technologies, 
including those requiring governments to ease standards of 
patentability, drug regulatory authorities to link marketing 
approval to the absence of any claimed patent®” and the 
requiring of test data exclusivity instead of test data protection, 
to list a few. 


The recent Trans-Pacific Partnership Agreement (TPP), which 
is yet to come into force, is emblematic of the new generation 
of bilateral and multilateral trade and investment agreements 
which include ‘TRIPS-plus’ provisions that progressively ratchet 
up intellectual property protection and enforcement.® This new 
generation of trade and investment agreement often includes 
dispute settlement mechanisms that establish arbitration 
processes outside of national courts and allow private firms 
to challenge national laws for depriving them of future profits. 
Other provisions restrict government ability to regulate 
pharmaceutical prices and reimbursement mechanisms. 
Such provisions significantly reduce the scope of measures 
that national governments can use to pursue public health 
priorities and fulfil the right to health. Ensuring that future trade 
agreements do not interfere with policies that guarantee the 
right to health for all is essential for resolving the incoherence 
between trade agreements and the human right to heaith.”° 


The High-Level Panel noted that a number of contributions 
pointed to a progressive de-prioritization and erosion of 
human rights in the implementation of intellectual property 
law and policy, both under TRIPS and as a result of recent trade 
agreements. A number of calls, including to the High-Level 
Panel, have been made for a new United Nations instrument 
to uphold universal human rights in laws, policies and actions 
that affect health technology innovation and access. The High- 
Level Panel did not reach consensus on this proposal. While 
recognizing the importance of these calls, the High-Level 
Panel concluded that human rights and other obligations 
as they relate to access to essential medicines already exist 
and are embedded in United Nations instruments, guidance 
and decisions of human rights bodies and in a number of 
national and regional legal instruments. If given proper effect 
and properly observed, the provisions of TRIPS and the Doha 
Declaration would give rise to the necessary protections and 
required balances to protect the human right to health in trade 
and intellectual property matters. To revise or update these 
existing rights would be to concede ground to any argument 
of their derogability. Therefore, and in light of the urgency 
of addressing the health technology innovation and access 
challenges in line with its mandate, members of the High-Level 
Panel agreed in its recommendations to reinforce those rights in 
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current existence and underline the need for greater attention, 
monitoring and enforcement to ensure that these rights are not 
undermined and are actively pursued. 


}.2.2 Incoherencies and asymmetries of power 


The Doha Declaration confirms that the TRIPS flexibilities 
are not exceptions, but rather, a fundamental part of the 
TRIPS machinery. Yet, numerous incoherencies and troubling 
practices have obstructed sovereign freedom of governments 
in using flexibilities to promote public health.” One critical 
incoherence is the uneven application of health and trade policy 
within and among WTO Members. The signatories to TRIPS have 
not pursued implementation of the flexibilities that protect the 
health of their populations with the same vigour as they have 
introduced and enforced the intellectual property protections. 
The right to health and the right to benefit from scientific 
progress were articulated in the Universal Declaration of Human 
Rights. But, while inalienable and universal, their enforcement 
and accountability mechanisms pale in comparison to those 
found in intellectual property law. 


Governments, especially those without economic clout, cannot 
confront this unevenness of enforcement without singleness 
of purpose. However, governments face competing and often 
conflicting responsibilities, rules and priorities, particularly in 
the face of unequal bargaining power in trade negotiations and 
when-trade is prioritized by national governments over human 
tights and-public health objectives. Trade liberalization is 
associated by some with jobs, capital flows and the generation 
of wealth, while public. health objectives, such as access to 
medicines and universal healthcare, cost money to implement. 
Inconsistencies manifest on the international stage as well. A 
country that champions the right to health at the Human Rights 
‘Council might push for stringent intellectual property rules in 
trade forums. Contradictions also arise between regional and 
_ national laws and practices,” 


Even when there is no incoherence in policy and law, inequality 
of bargaining poweramong domestic government departments 
and the asymmetry of power between well-resourced and 
poorer countries and between corporations and citizens can 
facilitate interpretations of the law that fuel incoherence.” 
Governments and corporations sometimes threaten political 
or economic retaliation as a means of illegitimately pressuring 
others into forgoing their TRIPS flexibilities.’4 Such actions are 
against the letter and spirit of the TRIPS Agreement and the 
Doha Declaration. They also undermine efforts by governments 
to meet their human rights obligations. 


Policy incoherence is not always a matter of law. It is also a matter 
of interpretation and application, shaped by priorities and 
politics. Human rights are fundamental, universal entitlements 
that people inherently acquire by virtue of their birth. In 
comparison, intellectual property rights are “one policy tool 
among many for encouraging innovation and technological 
research and development.” ” Intellectual property rights are 
temporary, revocable, transferable privileges granted by states 
and can be suspended or revoked under certain conditions laid 
out in the TRIPS Agreement when itis in the interest of the state 
or society. The international community must unite to build 
sustainable solutions so that policy incoherencies between 
trade and intellectual property rules on one hand and human 
rights and public health on the other do not impede innovation 
and access to needed health technologies that sustain health, 
well-being and life. 
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Intellectual property refers generally to legal rights resulting 
from intellectual activity in the fields of industry, science, 
or art. Through patents, which are one form of intellectual 
property provided for inventions, countries grant the holders 
of intellectual property time-limited contro! on the use of 
this property. Patents are sets of exclusive rights, granted 
by a state authority, or a patent organization recognized by 
the state to inventors or assignees, which could be physical 
persons, or legal entities, including corporations. Patents 
are granted for a limited period of time in exchange for the 
detailed public disclosure of the invention.” 


It is these patents, along with other forms of intellectual 
property rights and various types of direct or indirect 
government or public support, that have enabled right holders 
to generate the revenues that have contributed to the R&D of 
medicines, vaccines and diagnostics over the last half century 
or so that have benefited health and human development.” 
While some assert that intellectual property policy is working 
as intended,” others note that patent protection and 
enforcement should better balance the interests of the holder 
of the property rights and the interests of society,” and that 
the needs of the poorest still are not met. When profit is the 
primary engine for innovation, public health needs can be 
neglected and the right to health impeded. How can current 
laws, policies and practices work better to match the objectives 
of intellectual property policies with those of human rights 
obligations and public health priorities? To address the 
misalignment between public health objectives and trade and 
intellectual property protection, it will be necessary to identify 
the models and mechanisms that can remedy shortcomings in 
the existing intellectual property regime.®° 


As noted earlier, governments retained significant flexibility 
to adapt their patent laws to advance public health objectives 
before the TRIPS Agreement. For instance, Canada made 
regular use of compulsory licensing to promote local 
production of pharmaceuticals, resulting in some of the 
lowest consumer prices for medicines in the industrialized 
world. Between 1969 and 1992, there were 1,030 applications 
to import or manufacture medicines under these licences, of 
which 613 were granted by authorities.5’ When the Republic 
of Korea adopted a Patent Act in 1961, it excluded foodstuffs, 
chemicals and pharmaceuticals from patentability and only 
allowed for 12 years of patent protection on other fields of 
technology.” India is the most often cited example of how a 
government used their freedom to adapt domestic intellectual 
property laws to meet national objectives. Concerned in part 
by high prices, India passed a Patent Act in 1970 that excluded 
pharmaceutical products from patent protection. This reduced 
the number of patents by as much as 75%, according to some 
estimates, and paved the way for India’s thriving generic 
medicines industry.® These are just a few mechanisms that 
have been used by governments out of a range of voluntary 
and non-voluntary mechanisms available to increase access to 
health technologies and promote the right to health. 


While the price of health technologies is influenced by a 
variety of factors, including the size of the potential market 
and the results of negotiations with public and private insurers, 
intellectual property concerns also play a central role. Article 
7 of the TRIPS Agreement claims that intellectual property 
aims to foster innovation and thereby improve societal well- 
being, but paradoxically, it achieves this in the short-term by 
creating a monopoly whereby patent holders bear significant 
power over end prices, rather than the usual open market. 
For some countries, prices of innovative health technologies 
have increased more quickly in recent years than the average 
consumer price index.* In some cases, the application of 
patent protections required by the TRIPS Agreement can 
conflict with the right to health in rich and poor countries 
alike, thus resulting in policy incoherencies and tensions. IP 
rights confer patent monopolies on the right holder, who in 
turn often charges whatever price the market will bear. 


For example, over the past decades, revolutionary treatments 
for cancer have been developed. But, these life-saving 
treatments, while under patent protection, can be financially 
unsustainable, particularly when the costs have to be borne 
by the patients themselves. Even in countries with public and/ 
or private healthcare systems, patients are frequently saddled 
with unmanageable out-of-pocket expenses.® In the United 
States, prices of cancer medicines have almost doubled from 
a decade ago, averaging from US$ 5,000-10,000 per month. 
Of the 12 medicines approved by the United States Food and 
Drug Administration (FDA) for various cancer indications in 
2012, 11 were priced above US$ 100,000 per year.® In rich 
and poor countries with public health systems, government 
expenditures on health technologies is a significant proportion 
of overall government and health department expenditure, 
diverting resources away from other essential health services.” 


Box 6: The impact of the high cost of health technologies 


“Sofosbuvir is an important breakthrough in the treatment 
of patients with chronic hepatitis C. The problem is that a 
one-time treatment costs between 48,000 and 96,000 Euros. 
The Netherlands has an estimated 20,000 patients with this 
disease. The supplier defends this price in part by pointing to 
the great value to the patient and to those affected by the 
patient's illness. But such costs make healthcare unaffordable. 
if the Netherlands continues in this way, it will become nearly 
impossible to reimburse patients for these medications.’ 


Contribution from the Ministry of Foreign Affairs, the Kingdom of the Netherlands, 
27 February 2016 
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Voluntary licences are private contracts entered into between 
right holders and third parties to facilitate the market entry of 
more affordable treatments.® Voluntary licences enable the 
right holder to maintain a degree of market control by selecting 
the countries where voluntary licences are negotiated and 
concluded. The terms and conditions of voluntary licences, 
such as the number of patients that can be treated, the types 
of suppliers from whom active pharmaceutical ingredients 
must be sourced and the amount of royalty paid to the right 
holder, can vary widely. The level of transparency in licensing 
agreements executed by the UNITAID-backed Medicines Patent 
Pool (MPP), in which all licences are publicly available, is laudable 
and rare. Voluntary licences can be an important enabler of 
treatment access. For example, in less than four years, licences 
negotiated through the MPP are estimated to have generated 
USS 120 million in savings globally and supplied seven million 
patient-years of WHO-recommended ARV medicines.” 


To date, voluntary licensing mechanisms established to support 
patent pooling have typically focused their efforts on health 
technologies for specific diseases. The decision of the MPP, 
therefore, to broaden its scope beyond HIV to TB and hepatitis 
Cin late 2015 is an important development.” 


Geographical limitations are another traditional downside of 
voluntary licences. Irrespective of disease burdens and in some 
cases high levels of income inequality, developed countries, 
as well certain developing countries with comparatively high 
levels of per capita income are usually excluded from the scope 
of licences, as right holders reserve the right to identify countries 
where they intend to sell the product directly or through other 
agreements.?' An example of this is the voluntary licences 
concluded between Gilead and various generic companies 
covering 101 countries for the hepatitis C medicine, sofosbuvir. 
The high prices at which the products are sold to governments 
outside of its geographical scope can create tensions and raise 
serious concerns around access. 7 


As mentioned above, even though the TRIPS Agreement 
ushered in a new era of obligations regarding the protection 
and enforcement of intellectual property, WTO Members 
retained important public health flexibilities that can be used 
to adapt their intellectual property law, policies and practices to 
meet human rights and public health objectives. These include 
the ability to determine patentability criteria, issue compulsory 
licences, authorize parallel importation, apply general 
exceptions and employ competition laws to limit and remedy 
the abuse of intellectual property rights in domestic legislation. 
Patentability criteria, compulsory licences and competition law 
will be discussed below. 


2.2.1 Patentability criteria 

The TRIPS Agreement does not define patentability requirements 
per se, except to say that an invention must be novel, involve an 
inventive or non-obvious step and be industrially applicable or 
useful.®? This leaves considerable discretion to governments to 


define and apply these criteria within national legislation.% At 
one end of the spectrum are national authorities who either do 
not undertake substantive patent examination or who interpret 
the criteria broadly, granting secondary patents that in effect 
extend the original patent based on varying methods of use, 
formulations, dosages and forms of constituent chemicals. 
At the other end of the spectrum are national authorities with 
provisions stating thata mere discovery of anew form ofa known 
substance that does not improve efficacy is not patentable. 
Similar to the use of flexibilities in general countries applying a 
public health-based interpretation of patentability criteria have 
faced pressure against such an interpretation and application in 
their national laws.” 


In some instances, secondary patents are granted for minor 
but important changes to an existing product. Secondary 
patents can, however, prolong exclusivity (commonly known as 
‘evergreening). In doing so, entrance of generic or competing 
products can be curtailed and prices remain high, thereby 
limiting patient access to health technologies. Furthermore, 
secondary patents can create legal uncertainty around the 
patent status of a health technology, which in turn discourages 
entities from procuring generic versions of products for fear of 
patent infringement.” In some instances, however, changes to 
existing medicines may add important therapeutic value by, for 
example, helping patients to tolerate the medicine better. This, 
in turn could promote competition with the original medicine. 
Secondary patents may also be important for the development 
of safer, less toxic and more effective health technologies.'° 


Since the TRIPS Agreement entered into force, patents have 
been increasingly seen as a potential source of income for 
health researchers with the result that more complex patenting 
strategies are being adopted. Patent right holders and 
originators can file multiple applications for the same invention 
that create a set of overlapping patent rights that may be 
difficult to negotiate (known as ‘patent thickets’). The result 
of these practices is that a party that seeks to commercialize 
new technology may need to obtain permission from multiple 
patentees. A 2011 patent landscape analysis found that the 
antiretroviral medicine ritonavir, for instance, was protected by 
805 patent families held by the originator and other research- 
based companies.'” 


Empirical studies of patent thickets show varied results, 
highlighting potential impacts which range from: 1) 
discouraging others from undertaking research on competing 
products; 2) high licensing costs; 3) refusal of the patent holder 
to grant a licence to one or more of the patented technologies; 
4) competing products potentially infringing on a number of 
patents and thus requiring multiple royalty payments (known 
as ‘royalty stacking’); and 5) difficulties associated with inventing 
around a group of patents.’ In one study of biomedical 
researchers, three quarters of the researchers reported 
encountering difficulties in accessing patented technologies, 
which resulted in half of them changing their research plans 
and 28% abandoning their plans altogether. Patent thickets 
also affect commercial decisions by would-be makers, sellers 
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and importers of medicines and health technologies.'® 
Governments can adopt legislation to limit excessive patenting 
that stifles health technology R&D and access. The application 
of public health-sensitive guidelines in country patent offices 
may be an important policy tool to improve health technology 
access,'4 


2.2.2 Compulsory licences 


The TRIPS Agreement preserves the right of WTO Members to 
grant compulsory licenses on a number of grounds, including 
instances in which a license is in the public interest, there are 
abuses of rights or anti-competitive conduct, or for public non- 
commercial use, to name a few. Compulsory licences are an 
important policy tool for government authorities to promote 
access to health technologies. With a compulsory licence, 
a government imposes the terms under which a licence on 
a patented product may be used in that country by a third 
party without the consent of the patent holder. While the state 
denies the patent-holder a monopoly, it does not deny them 
remuneration—the beneficiary of the licence pays a royalty. 
The right holder retains its exclusive rights, except with regard 
to the compulsory licensee. The Doha Declaration dispelled the 
myth that compulsory licences should be limited to emergency 
situations by confirming that WTO Members were free to 
determine the grounds under which compulsory licences could 
be issued. 


The principle of compulsory licensing has been an important 
part of patent law for centuries,’ and the licences have been 
used by governments in all countries to serve the interests 
of society or the state, subject to the payment of a royalty to 
the right holder.""© Some have expressed concerns that the 
prospect of compulsory licences drives off investment in 
countries that issue them'”’ and there is apprehension that 
these governments could be subjected to retaliation. The 
threat of compulsory licences has been used by governments 
to obtain price reductions from patent holders, who generally 
found the lower negotiated prices preferable to receiving 
royalties.’ In 2007, after protracted negotiations, the Brazilian 
government issued a compulsory licence for efavirenz, an 
important antiretroviral medicine then used by one-third of 
Brazilians use on treatment through the national programme. 
After the licence was issued, the price dropped from USS 1.60 
per dose to USS 0.45 per dose for the imported generic version 
of the medicine." 


While most governments have compulsory licensing provisions 
in their patent legislation, the effectiveness of such laws is mixed. 
The High-Level Panel received a number of contributions making 
the case for international, regional and national mechanisms to 
enable more expedient and user-friendly processes for granting 
compulsory licenses. In particular, the High-Level Panel engaged 
in a robust debate as to whether governments should, in the 
interests of meeting human rights and public health objectives, 
be encouraged to implement a system of compulsory licensing 
in national legislation that is effectively automatic by way of its 
predictability and implementation, provided the requirements 
in Article 31 of the TRIPS Agreement are met. While a majority 


of Panel Members were in favour of such an approach, a sizable 
minority of Panel Members were not, because of concerns over 
the potential incompatibility of such measures with the TRIPS 
Agreement and the unintended consequences that may result 
from such an approach. The High-Level Panel therefore did not 
reach consensus on this particular issue. The High-Level Panel 
nonetheless urges that national laws should be drafted in a way 
that facilitates the prompt and expedient use of a compulsory 
licence or government use for non-commercial purposes of 
a patent, including criteria to determine the remuneration for 
the right holder. As the Doha Declaration notes, governments 
should retain the freedom to determine the grounds under 
which compulsory licences are issued. 


The TRIPS Agreement requires that health technologies produced 
under compulsory licence be predominantly for domestic 
use. This poses little problem for countries with significant 
biomedical manufacturing capacity. However, for countries 
with no or insufficient health technology manufacturing 
capacity, this can pose a significant challenge. The “Paragraph 6 
decision,’ was a temporary waiver agreed by WTO Members on 
30 August 2003 meant to address this problem by removing the 
limitation to predominantly supply the local market. Two years 
later, on 6 December 2005, WTO Members agreed to submit 
the temporary waiver of 2003 as a Protocol for the first, and so 
far only, amendment of the TRIPS Agreement, subject to the 
acceptance of two-thirds of WTO Members.''° 


There are differing opinions as to why the “Paragraph 6 
decision” has only been used once in 13 years. Some note 
that multilateral health financing has removed the need for 
resource-constrained countries to use it. Others argue that it 
is too complex to be used. The only time the mechanism was 
used, it proved to be complex and cumbersome" and serious 
questions remain as to its effectiveness.'"* More than 10 years 
after WTO Members agreed to transform the temporary waiver 
into an amendment of the TRIPS Agreement, the amendment 
is yet to be accepted by two-thirds of WTO Members.'? 
At a time of increased political commitment to enhancing 
local pharmaceutical production in developing countries,'4 
attention should be paid to incorporating efficient, easy to use 
compulsory licensing provisions into domestic legislation. 


2.2.3 Competition law 


Complementary tools to intellectual property laws, such as 
competition law, provide an important market-stabilizing effect 
on anti-competitive behaviour. Examples of anti-competitive 
practices in the health technologies sector include bid rigging, 
price fixing, exclusionary supply arrangements and_anti- 
competitive mergers and acquisitions. Relating to intellectual 
property, anti-competitive practices might include restrictive 
licensing conditions, abusive patenting (e.g. to block generic 
entry) and excessive pricing. 


Article 8(2) of the TRIPS Agreement!" provides an insufficiently 
used opportunity for governments to prevent abuse of 
intellectual property rights by right holders and achieve price 
reductions for health technologies depending on the provisions 
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of local competition laws. One such avenue is competition law 
and policy, which can be used to balance proprietary interests 
with economic and social interests to advance public welfare." 


Competition policy has been used to remedy anti-competitive 
conduct in the biomedical industry and to promote treatment 
access in many countries.'’” Various organizations have 
published guidance on competition law and offer support to 
WTO Members who may wish to regulate anti-competitive 
conduct in the health sector.'® Competition policies are 
important levers that governments can employ to ensure that 
health technology markets operate competitively and that 
the public benefits from low prices and innovation. Should 
governments pay closer attention to competition law, it could 
serve as an important policy tool for increasing access to health 
technologies. 


Incorporating public health-related TRIPS flexibilities into 
national intellectual property law typically cuts across many 
government departments and ministries—trade and industry, 
economic development, science and technology, health, 
justice, foreign affairs, national planning and finance, to name 
the most obvious ones. Ministries in most national cabinets 
operate in an asymmetrical power structure and do not 
necessarily coordinate their objectives and actions with each 
other, thus fuelling policy incoherence at the national level. 
Special measures are needed to promote national coherence 
so that public and private interests are better balanced.’ 
Tensions between ministries responsible for the promotion 
of trade and the protection and enforcement of intellectual 
property on the one hand and those responsible for public 
health should not result in the prioritization of trade over 
health. The very nature of fundamental human rights requires 
that they outweigh private interests under national law. 


The flexibilities available in the TRIPS Agreement provide WTO 
Members with significant latitude to adapt and enforce their 
laws and policies to advance their national interests. Country- 
level, inter-sectoral coordination could be an important 
catalyst to supporting governments to translate policy space 
in TRIPS into coherent and comprehensive national laws. 
United Nations agencies and multilateral organizations should 
be supporting governments in the drafting of public health- 
sensitive national laws and policies, providing technical and 
advocacy support for using TRIPS flexibilities and helping 
governments negotiate trade agreements that incorporate an 
evaluation of public health and human rights impacts during 
and after negotiations, not according to their mandates, but in 
response to the public health needs of countries. 


2.4 Limnitatior 


ss to {he use oF TRIPS 


The ability of United Nations Member States to achieve the 
Sustainable Development Goals and targets will depend 
on well-functioning national policies, including those relevant 
to health technology innovation and access. In particular, 
access to the fruits of innovation, including access to health 


technologies, requires that both the exclusive rights granted 
to innovators and the limitations and exceptions to those 
rights provided under national and international law are fully 
recognized and respected. Maintaining this balance is essential 
to realization of the public welfare and development objectives 
of the patent system and the TRIPS Agreement. 


However, many governments have not used the flexibilities in 
the TRIPS Agreement. The reasons for this vary. In some cases, 
governments may notsee the need to use them because national 
treatment programmes are presently being sustained by health 
financing mechanisms, such as the Global Fund and PEPFAR.'° 
In other countries, where multilateral health financing is not 
available, there may be political will but capacity constraints 
may impede their effective use. Intellectual property laws 
are complex; technical assistance tailored to specific country 
contexts and needs while drawing on international experiences 
and good practices around improved coordination between 
different ministries could strengthen the negotiating ability of 
countries to ensure national and public health objectives are 
achieved. 


Box 7: Obstacles to the use of TRIPS flexibilities 


The Doha Declaration reaffirmed the rights of WTO Members 
to utilize flexibilities available under the TRIPS Agreement for 
the purpose of promoting the right to health and public health 
objectives. Despite these pronouncements, the sovereign 
right to issue compulsory licenses provided for by TRIPS has 
been stymied by threats of retaliation from governments 
and corporations against countries who have followed the 
prescribed process set out in TRIPS. The ensuing cloud of 
controversy, intimidation and legal incertitude associated with 
compulsory licenses have weakened the bargaining position 
of many WTO Members. It has also impeded the possibility of 
creative arrangements between governments and corporations 
with respect to strategies for the production and distribution of 
health technologies. 


One such example is Thailand's 2006 decision to import generic 
versions of the antiretroviral medicine efavirenz from India under 
compulsory licence. This decision was met with hostility from 
the manufacturer, Merck, and the United States Government, 
which questioned the legality of the compulsory licence and 
pressed Thailand to rescind its decision. Thailand’s subsequent 
decision to issue two further compulsory licences in 2007 for 
lopinavir/ritonavir and clopidogrel also resulted in retaliatory 
measures. In response, Abbott withdrew from the Thai market 
all medications awaiting registration and refused to register 
any new pharmaceutical products in the country, thereby 
denying patients access to the heat resistant form of lopinavir/ 
ritonavir for which no generic equivalent existed,’ although it 
later rescinded its decision. The European Trade Commissioner 
wrote to the Thai government criticizing its use of compulsory 
licences as “detrimental” to medical innovation, noting that such 
approaches could lead to Thailand's isolation from the global 
biotechnology investment community and urging negotiations 
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with Sanofi-Aventis and other right holders." The United States 
Trade Representative elevated Thailand to its Priority Watch 
List in the Special 301 Report and withdrew duty-free access to 
the American market for three Thai products under the United 
States Generalized System of Preferences." 


A letter from the Permanent Mission of Colombia to the United 
Nations, as well as letters from civil society groups addressed 
to the co-chairs of the High-Level Panel, brought to light 
developments in Colombia.” In early 2016, the Ministry of 
Health of Columbia adopted resolution 2475, declaring that 
access to imantib, a medicine that appears on the WHO Essential 
Medicines List, was of “public interest” for the treatment of 
leukaemia.” The resolution was a pathway for the issuance of 
a compulsory licence. The letters chronicle attempts by various 
domestic and foreign parties to dissuade the Colombian 
government from issuing a compulsory licence as provided for 
by the TRIPS Agreement and the Doha Declaration. 


'Wibulpolprasert, S., et af (2011) Government use licenses in Thailand: The power 
of evidence, civil movement and political leadership. Globalization and Health, 
7(32}). 

A copy of the letter is available from: https://www.wel. american.edu/pijip_static/ 
documents/mandelson07102007.pdf [Accessed 9 September 2016]. 

t Yarnabhai, |., ef af. (2011) Government use licences in Thailand: An assessment of 
the health and economic impacts. Globalization and Health, 7(28); (TPC (2015}. The 
campaign for use of compulsory licensing in Thailand. Make Medicines Affordable 
lontine]. Available from: http://makemedicinesaffordable.org/en/the-campaign- 
for-use-of-compulsory-licensing-in-thailand/ [Accessed 28 June 2016]. 

" The letters frorn the Permanent Mission of Colombia to the United Nations and 
civil society groups are available from: 

http://www. mision-salud.org/2016/07/06/carta-abierta-al-panel-de-alto-nivel- 
sobre-acceso-a-medicamentos-de-las-naciones-unidas/ [Accessed 9 September 
2016] 


Nuevo/Resoluci9%C3%B3N%202475%20de%202016.pdf 


There are also instances where undue political and economic 
pressures have been used to dissuade governments from 
using the flexibilities that could protect public health.'?! 
Any form of undue pressure by governments designed to 


penalize other governments for exercising any of the powers 
they enjoy pursuant to the flexibilities available in the TRIPS 
Agreement violates the integrity and legitimacy of the system 
of legal rights and duties created by TRIPS, as confirmed by 
the Doha Declaration. Such actions undermine the efforts of 
governments to meet their human rights obligations as well as 
their inalienable duty to protect health. Should governments 
make full use of the flexibilities in the TRIPS Agreement, 
they can protect and advance public health objectives. 
WTO Members must help safeguard the legitimate rights of 
individual Members to adopt and implement flexibilities in the 
TRIPS Agreement as reaffirmed by the Doha Declaration. 


The political pressure exerted on governments to limit the use 
of TRIPS flexibilities in some instances has been accompanied in 
recent years by a proliferation of initiatives aimed at intensifying 
intellectual property protection and enforcement measures. 
TRIPS-plus provisions in recent free trade agreements, such as 
the TPP, or in agreements concluded as a condition for acceding 
to the WTO, exacerbate these incoherencies by expanding 
intellectual property protection and enforcementand corporate 
prerogatives to unprecedented levels. The TPP, inter alia, grants 
exclusivity to test data, including new indications for existing 
medicines and biologics (medical products derived from living 
organisms). TRIPS-plus provisions generally extend the scope 
of what is patentable and also the duration of exclusivity 
protection. Dispute resolution under the TPP has turned what 
were previously civil infractions, such as trade secret theft, into 
criminal offenses. 


The duty borne by governments to protect the rights of their 
citizens by using TRIPS flexibilities extends to the conclusion 
of TRIPS-plus commitments. Agreeing to TRIPS-plus provisions 
in the hopes of gaining market access for agricultural or 
manufactured goods first requires empirical evidence of the 
consequences. Failure to conduct robust impact assessments 
before concluding such agreements is tantamount to a neglect 
of state duties to safeguard the right to health. 


_ Patents for new uses 
or methods of using 


a known product ~ 18.37(2)). 

op ueter US-Singapore FTA (Art. 16.7(4)); US-Korea FTA | 
pre-grant patent : 

oe (Art. 18.8.4). 

- opposition 


| US-Korea Free Trade Agreement (FTA) (Art. | 
- 18.8(1)); US-Australia FTA (Art. 17.9(1)); TPP (Art. | 


Governments must provide patent protection for | 
| new uses or methods of using known products. 


Prohibition on challenges to the validity of a patent 
_ prior to issuance. 


- WTOTRIPS Checklist for Russian Accession (WT/ 

- ACC/9, p. 13); US—Chile FTA (Art. 17(10)(1)); US- 
- Morocco FTA (Art. 15(10)(1)); US—Bahrain FTA | 
(Art. 14(9)(1)(a)); US—Singapore FTA (Art. 16(8) | 
~ (1)); US-Australia FTA (Art. 17(10)(1)); TPP (Arts. 
- 18.50 and 18.51). 


_ Drug regulatory authorities cannot use or rely on 
clinical studies and data developed by the originator — 
company to register the generic equivalent of 
a medicine for a given period of time following 

_ registration. 


Test data exclusivity 
- periods 


REL0000023745.0001 


ay 


Patent term 
extensions for 
‘unreasonable’ 
regulatory or 
marketing delays 


Patent linkage 


Limits on 
compulsory 
licensing grounds 


Limits on parallel 
imports 


_ Enforcement of 
intellectual property 
rights 


' Dominican Republic-Central 
_ Trade Agreement (CAFTA-DR) (Arts. 15(9)(6) 
and 15(10)(2)); US-Bahrain FTA (Art. 14(8)(6)); | 
» US-Chile FTA (Arts. 17(9) and 17(10)(2)(a)); US- 
Singapore FTA (Arts. 16(7){7) and 18(8)(4)(a)); 
- US-Australia FTA (Arts. 17(9)(8) and 17(10)(4)); 
_ US-Morocco FTA (Arts. 15(9)(7) and 15(10)(3)); 
_ TPP (Arts. 18.46(3) and 18.48(2)). 


America Free 


_ Arts. 19(5)(3) of CAFTA-DR; 17(9)(4) of US—Chile 
FTA; 15(9)(6) of US—Morocco FTA; 16(7)(5) of | 
_ US-Singapore FTA; 14(8)(5) of US—Bahrain FTA; 
_ Art. 18.53 of TPP. 


' US-Jordan FTA (Art. 4(20)); US-Singapore FTA 
- {Art. 16(7)(6)); US-Australia FTA (Art. 17(9)(7)). 


US-Morocco FTA (Art. 15(9)(4)); US-Australia FTA 


_ (Art. 17(9)(4)); US-Singapore FTA (Art. 16(7){2)). 


- US-Singapore FTA (Art. 16.9); US-Vietnam FTA 
(Arts. 14-15); Japan-Indonesia FTA (Arts. 119, 


121); Japan-Malaysia EPA (Art. 127); Japan- 


Thailand EPA (Art. 140); US-Vietnam FTA (Art. | 
- 14.1); US-Australia FTA (Art. 17.11(27)); US-Laos 


Patent terms are extended in case of ‘unreasonable’ | 
delay caused by drug regulatory authorities or 
patent offices in granting regulatory or marketing | 
approval. 


Drug regulatory authorities cannot approve a 
generic version of a medicine that is under patent | 
without the consent of the patent holder, thereby 
obliging public authorities to ‘enforce’ private 
intellectual property rights. 


The use of compulsory licences is confined to | 
specific circumstances, for example, remedying | 


' anti-competitive practices. 
| The importation of pharmaceutical products from | 
- other markets under the principle of international | 


or regional exhaustion is restricted or entirely | 
prohibited. 


Enhanced obligations regarding border measures, | 
civil and administrative procedures, remedial | 
provisions and the criminalization of certain | 
violations beyond what is required by the TRIPS | 


FTA (Art. 25); TPP (Art. 18.76). 


mubliciy-fun 

Because the United States plays a central role in global 
innovation, its R&D and access policies influence other actors, 
including private and public sector donors and foundations, 
and impact on access to the fruits of technology worldwide. 
The National Institutes of Health (NIH) of the United States 
is by far the largest funder of health technology innovation, 
contributing over USS 26 billion in 2013. In 1980, the United 
States Congress enacted the Bayh-Dole Act, which, under 
the stated objective of promoting utilization of publically- 
supported inventions through institutional use of patents,'* 
ushered in a new model of incentives for federally-funded 
academic R&D. 


Bayh-Dole represented a significant departure from the status 
quo. Prior to 1980, the general practice at most academic 
research institutions was to share scientific findings through 
publication, and inventions arising from federal funding had 
to be assigned to the federal government, while very few 
were licensed out.'? Now under Bayh-Dole, universities and 
public research institutions are allowed to patent the results of 
federally-funded research and to license private enterprises to 
develop them.'”” The United States Government retains a non- 
exclusive license to practice under the patent rights and the 
right, under specific circumstances, to license the invention to 
a third party, without the consent of the patent holder. Other 
governments have since passed laws modelled on Bayh- 
Dole.' 


Agreement. 


The Bayh-Dole Act has played a prominent role in the 
commercialization of biomedical technologies. Between 1980 
and 2010, 154 FDA-approved medicines that were developed 
at United States research institutions were brought to market.'”° 
While Bayh-Dole has been credited with spurring economic 
development in the United States, royalty revenue—with 
important exceptions—is generally not that profitable for the 
patent holder. Universities, at times, pressure researchers to 
patent their work, seeing royalties as a potential revenue source, 
which in many cases isn’t significant. For example, in 2006, 
United States universities, hospitals and research institutions 
derived USS 1.85 billion from technology licensing compared 
to USS 43.58 billion from federal, state and industry funders 
that same year. Technology licensing in that year accounted for 
less than 5% of total academic research dollars.'° 


Although intended to speed the transfer of scientific discovery 
from lab to marketplace for public benefit, critics contend 
that Bayh-Dole has had some unintended consequences, 
particularly when scientific research is constrained by the 
existence of a patent.'>' For example, indiscriminate patenting 
of research tools can potentially create unnecessary hurdles 
to accessing materials and technologies necessary for basic 
research. 


Bayh-Dole allows recipients of federal support to negotiate 
flexible licensing terms and conditions, including through 
the use of voluntary licenses, or choosing to publish and to 
not seek patent protection, among others. But because many 
inventions licensed under Bayh-Dole are very early in the 
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development stage, publicly-funded researchers often opt for 
exclusive licenses, hoping to recoup higher returns on their 
investment. However, without proper checks and balances in 
the license agreements, this exclusivity may inhibit access.'° 


Open models of innovation, which are generally patent 
free and often rely on quick, straightforward licensing, have 
been successful, particularly in the early phase of biomedical 
research. In this model, partners work collaboratively, driving 
new fields of science and expanding the knowledge base for 
all, thereby hastening progress towards the development of 
medical tools. Such partnerships can be between and among 
industry partners or as part of public-private partnerships. 
Collaborating on precompetitive activities, for example, can 
help solve thorny technical challenges, better understand the 
aetiology of disease, validate potential novel medicine targets 
or identify biomarkers to ascertain if a health technology is 
working. This open model is especially important to lower 
the hurdles of entry and accelerate the pace of development 
of health technologies, including those needed to combat 
emergent diseases." 


Health technologies developed with public funds at universities 
can be lifesaving for individuals and populations far removed 
from the academic institutions in which they were invented. 
In many instances, public funds are used to support clinical 
trials, comparative effectiveness trials or trials undertaken 
during global health emergencies. This public support is vital 
to tackling the health needs of populations and is strongly 
encouraged. However, concerns often arise that the public 
pays twice: first through taxpayer support for research and 
then when purchasing the resulting health technologies at 
escalating prices.'# 


For the public to reap the full benefit of the public investment 
in research, public funding agencies must ensure that, when 
feasible, data, results and knowledge generated from such 
public investment be made broadly available. Such availability 
might be achieved, for example, through strong, enforceable 
policies on data sharing and data access that are a condition of 
grant awards, by creating data repositories and by establishing 
normative data standards that can be adopted and used by the 
biomedical community. In all cases, public funding agencies 
should strongly encourage patenting and licensing practices 
that benefit public health, including the use of non-exclusive 
licences, donation of intellectual property rights, participation 
in public sector patent pools and other mechanisms that can 
maximize innovation while promoting access. 


In the context of licensees with implications for resource-limited 
settings, public health-sensitive provisions for the management 
of intellectual property deriving from publicly-funded research 
(sometimes referred to as global access licensing provisions) 
can be pursued. Over the past two decades, some universities 
and public funding institutions have begun to explore and put 
such provisions and frameworks into place.'*> These provisions 
seek to promote technology transfer and access by requiring 


differentiated licensing terms and conditions according to a 
number of factors such as geography, income, manufacturing 
and distribution costs, among others. 


2.6.1. TRIPS flexibilities and TRIPS-plus provisions 


World Trade Organization (WTO) Members should commit 
themselves, at the highest political levels, to respect the 
letter and the spirit of the Doha Declaration on TRIPS and 
Public Health, refraining from any action that will limit their 
implementation and use in order to promote access to health 
technologies. More specifically: 


(a) WTO Members must make full use of the policy space 
available in Article 27 of the TRIPS Agreement by adopting 
and applying rigorous definitions of invention and 
patentability that curtail the evergreening to ensure that 
patents are only awarded when genuine innovation has 
occurred. 


(i) The United Nations Conference on Trade and Development 
(UNCTAD), the United Nations Development Programme 
(UNDP), the World Health Organization (WHO), the World 
Intellectual Property Organization (WIPO) and the World 
Trade Organization (WTO) should cooperate with one 
another and with other relevant bodies with the requisite 
expertise to support governments to apply public health- 
sensitive patentability criteria. 


(ii) These multilateral organizations should 
strengthen the capacity of patent examiners at both 
national and regional levels to apply rigorous public 
health-sensitive standards of patentability taking into 
account public health needs. 


{b) Governments should adopt and implement legislation 
that facilitates the issuance of compulsory licenses. Such 
legislation must be designed to effectuate quick, fair, 
predictable and implementable compulsory licenses for 
legitimate public health needs, and particularly with regards 
to essential medicines. The use of compulsory licensing must 
be based on the provisions found in the Doha Declaration 
and the grounds for the issuance of compulsory licenses left 
to the discretion of governments. 


(c) WTO Members should revise the paragraph 6 decision 
inorder to find a solution that enables a swift 
and expedient export of pharmaceutical products 
produced under compulsory license. WTO Members 
should, as necessary, adopt a waiver and permanent 
revision of the TRIPS Agreement to enable this reform. 


(d) Governments and the private sector must refrain from 
explicit or implicit threats, tactics or strategies that 
undermine the right of WTO Members to use TRIPS 
flexibilities. Instances of undue political and commercial 
pressure should be formaily reported to the WTO Secretariat 
during the Trade Policy Review of Members. WTO Members 
must register complaints against undue political and 
economic pressure, and take punitive measures against 
offending Members. 
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{e) Governments engaged in bilateral and regional trade and 


investment treaties should ensure that these agreements do 
not include provisions that interfere with their obligations 
to fulfil the right to health. As a first step, they must 
undertake public health impact assessments. These impact 
assessments should verify that the increased trade and 
economic benefits are not endangering or impeding the 
human rights and public health obligations of the nation 
and its people before entering into commitments. Such 
assessments should inform negotiations, be conducted 


(b) Universities and research institutions that receive 


public funding must prioritize public health objectives 
over financial returns in their patenting and licensing 
practices. Such practices may include publication, non- 
exclusive licensing, donations of intellectual property and 
participation in public sector patent pools, among others. 
Sufficient incentives must be in place in these practices to 
make it attractive for developers to underwrite the cost 
of bringing a product to market at affordable prices that 
ensure broad availability. 


transparently and made publicly available. (c) Universities and research institutions that receive public 


funding should adopt policies and approaches that catalyse 
innovation and create flexible models of collaboration that 
advance biomedical research and generate knowledge for 


2.6.2 Publicly-funded research 


(a) Public funders of research must require that knowledge 


generated from such research be made freely and widely 
available through publication in peer-reviewed literature 
and seek broad, online public access to such research. 


the benefit of the public. 
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Market-driven R&D has been credited by some for producing a 
number of important health technologies that have improved 
health outcomes significantly throughout the world. But 
serious gaps, both in innovation and access, persist. Under the 
prevailing model, the biomedical industry, with the help of 
well-established intellectual property protection mechanisms, 
test data exclusivity and significant public funding of research, 
invests in R&D, obtains marketing approval and pays for related 
expenses by charging prices that allow them to recover these 
substantial costs and generate a profit. Shareholders who 
invest in biomedical companies do so with the expectation of 
generating a return on investment. 


While this system has resulted in innovative products coming 
to the market, it also has created important tensions because 
of high prices, and fuelled policy incoherencies through the 
application of exclusivity-driven business models. Because 
this system is predicated on the ability to generate profit, 
governments and the biomedical industry have often failed to 
deliver new health technologies for diseases that do not, and 
cannot, promise high returns—those that mostly afflict the 
poor regardless of where they may live.'°° 


Antimicrobial resistance is a global public health threat, whose 
impact and proportions have the potential to kill millions 
of people. Yet, AMR represents a fundamental commercial 
dilemma for private sector companies: developing new 
antibiotics is often an expensive, long-term proposition. The 
resulting medicines, to retain their power and effectiveness, 
must be used judiciously and for a limited time, which limits 
the market potential and curtails profits. The private, public 
and non-profit sectors all concur that the market will not solve 
this problem and that special interventions to address this 
situation need to be enacted."?” 


In contrast, R&D funding for rare diseases, once largely 
forgotten because of the low returns on investment that results 
from the small number of people afflicted, is increasing. This is 
due to several factors: advances in technology, particularly for 
genetically-linked diseases, and strong pressure and funding 
from patient advocacy groups. This is accompanied by the 
realization by private sector companies of the significant profit 
potential that rare disease treatments can have, particularly in 
wealthier countries.'* 


Various efforts are being undertaken by governments, 
international organizations, the private sector, philanthropic 
organizations and civil society to promote R&D for unmet 
health needs. However, the absence of a robust priority- 
setting mechanism for health R&D has exacerbated policy 
incoherencies. Naturally, public funders of health R&D 
are established under national laws and are accountable 
to national governments. Therefore, they are not held 
accountable by the international community for failing to 
prioritize global health needs." 


There are numerous mechanisms and tools now in use that 
provide new incentives for health technology innovation.’ 
Some of these have been around for many years and are 
discussed, for instance, in the 2006 report of the WHO 
Commission on Intellectual Property Rights, Innovation and 
Public Health." What many have in common is that they 
incorporate aspects of delinkage. These mechanisms fall 
into several categories, which often intersect, including the 
following: 


«Push mechanisms are upfront grants and in-kind 
contributions that get a project off the ground and into the 
market by mitigating the prohibitive costs of R&D or its most 
expensive parts, such as Phase Ill clinical trials. 


ePull mechanisms promise financial rewards after an 
objective or milestone has been reached. Rewards may 
include incentives, such as tax breaks, prizes or so-called 
advance market commitments, by which procurers commit 
to buy a certain amount of medicines or vaccines from a 
producer.’ 


« Pooling aggregates funding, data and intellectual property 
or related proprietary information to facilitate sharing of 
data and expertise for production of the final products. 


«Open collaborative research platforms, like the Open 
Source Drug Discovery consortium, enable researchers 
from various disciplines and countries to work together to 
solve complex challenges encountered during upstream 
research. 


« Public-private partnerships and product development 
partnerships, which may be funded by some of the 
delinkage mechanisms described above, synergize both the 
resources and strengths of the private and public sectors.’ 
By eliminating or significantly limiting exclusivities, PDPs 
can make their products widely available as global public 
goods. 


Philanthropies and governments generally provide around 
90% of PDP funding.“ Prominent global health and 
development organizations, together with industry partners, 
adopted the London Declaration on Neglected Tropical 
Diseases in 2012, with the aim of expanding R&D partnerships 
and monitoring progress towards NTD eradication by 
2020.'45 In 2014, most global funding of R&D for neglected 
disease research went directly to researchers (72%) with 
around 22% (or US$ 526 million) going to PDPs.' The two 
largest philanthropic investors—the Bill and Melinda Gates 
Foundation and the Wellcome Trust—together contributed 
US$ 660 million on R&D in NTDs in 2014.4” A number of other 
funds have been established in recent years to support R&D 
for health technologies to address neglected areas,’ and 
these commitments are helping revitalize health technology 
innovation in these areas. 
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In January 2016, representatives of the pharmaceutical, 
biotechnology and diagnostics industries adopted a 
Declaration on Combating Antimicrobial Resistance. The 
declaration, adopted by almost 100 companies and 11 industry 
associations as of the end of June 2016, commits signatories 
to increasing investment in R&D by extending collaborative 
initiatives between industry, academia and public bodies 
to increase and improve research into new antibiotics, 
diagnostics, vaccines and other alternative treatments.'4? As 
important as these efforts may be, the fact remains that the 
production of health technologies for many diseases is far from 
sufficient and current efforts do not offer enough long-term, 
sustainable solutions.'*° 


WHO has taken leadership with its Global Action Plan on 
Antimicrobial Resistance (GAP-AMR), which combines new 
medicine discovery, development and stewardship.'*! The 
WHO Global Antibiotic Research and Development Partnership 
(GARD)—formed with the Drugs for Neglected Diseases 
initiative (DNDi) and engaging industry, PDPs, academia, 
civil society and national health authorities from countries of 
all income levels—is a promising initiative to develop new 
antibiotics which are suitable for resource-limited settings.’ 
Political commitment is important to ensure that this nascent 
partnership is adequately resourced. The European Union's 
Innovative Medicines Initiative is working on economic 
stimulants for antibiotics R&D." 


These efforts are characterized by an understanding that global 
challenges, such as AMR, require multifaceted approaches and 
multilateral planning and coordination.’ For this, the three 
mechanisms that can be used to implement delinkage as 
outlined by the WHO Global Strategy and Plan of Action (2008) 
are: priority setting, financing and coordination.'*> 


In spite of encouraging signs, many are pessimistic that this 
miscellany of new approaches will never be equal to the needs 
left unfulfiled by the market model. Consensus and demand 
are growing for a coordinated global R&D agenda, buttressed 
by solid financial commitments from governments. Significant 
work has been done toward this goal, as set forth in the WHO 
Global Strategy and Plan of Action and the WHO Consultative 
Expert Working Group on Research and Development: 
Financing and Coordination (CEWG). While the CEWG work 
plan continues to be discussed at consecutive World Health 
Assemblies, progress is slow given the immediacy of the 
challenge.'*© 

3.2 Priority setting and coardination 

The 2030 Agenda stresses the need for “quality, accessible, 
timely and reliable disaggregated data” to measure progress, 
inform decision-making and ensure that no one is left behind.'*” 
There is wide agreement on the importance of comprehensive 
and accurate models and “metrics for evaluating performance, 
setting targets, guiding the distribution of scarce health 
resources and advancing access to affordable medicines.” 
Toward this end, the WHO Global Observatory on Health 
Research and Development, still in pilot stage, aims to provide 


a centralized and comprehensive source of data from diverse 
sources on what health R&D is being conducted globally, 
where it is being conducted, by whom and how. One of the 
Observatory’s goals is to identify R&D gaps and opportunities 
and define priorities for new R&D investments.'** 


An example of such priority setting is the WHO R&D Blueprint, an 
initiative of preparedness and response to emerging pathogens 
that could cause severe outbreaks but for which there are 
no medical countermeasures.’ However, the Blueprint has 
only been used once—during the 2014-2015 Ebola outbreak, 
after which the United Nations Secretary-General established 
a High-Level Panel on Global Response to Health Crises. The 
robustness and replicability of the WHO R&D Blueprint has yet 
to be assessed. 


Among its findings, that High-Level Panel noted that the 
“high risk of major health crises is widely underestimated, 
and that the world’s preparedness and capacity to respond is 
woefully insufficient” '*' R&D on emerging infectious diseases 
can be considered critical to the welfare of nations as well as 
for cross-border security that it should be considered a part of 
national security budgets.’ Analysis of the temporal pattern 
of emerging infectious disease (EID) events over the last six 
decades predicts the emergence of five new EIDs each year if 
no mitigation policies are adopted now.'? 


But how will all of this be paid for? Recent EID events offer a 
stark reminder of the need for delinkage. Prior to 2014, Ebola 
outbreaks were primarily confined to remote regions of West 
Africa, where the majority of residents live on less than a dollar 
a day.’ Prior to 2015, Zika was an obscure virus that received 
little attention from the global community.'® No one expected 
either virus to leave its endemic borders or spread so rapidly. 
Consequently, no vaccines were developed. Promising Ebola 
therapies languished in preclinical R&D for over ten years 
without funding.'® Rapid point-of-care diagnostics could have 
protected health workers in the 2014-2015 Ebola outbreak, 
eased overburdened treatment centres and reduced patient 
loss to follow-up.’ Instead, a reported 11,310 of the 28,652 
people infected died.’ 


Ideas for collaborative health-related R&D and alternative 
patent and licensing structures and financing mechanisms 
abound, but stakeholders are now calling for action. “An 
absolutely necessary condition for implementing [delinked 
R&D] approaches will be a sustainable source of funding,” the 
CEWG noted in its 2012 report.’ Where will the financing to 
turn ideas into action come from? Greater public financial 
commitments—and accountability for those commitments— 
are necessary.’ At present, the major share of global 
biomedical R&D is concentrated in the United States, European 
countries and Japan. 


While the major share of health technology R&D financing 
is borne by the private sector, untapped opportunities for 
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increasing private sector funding still exist. The final report 
of the United Kingdom Government-convened ‘Review on 
Antimicrobial Resistance’ contains a proposal calling on 
governments to consider a small levy on the pharmaceutical 
sector. This proposal merits careful consideration by 
governments as one way to increase funding for market entry 
rewards for new antibiotics.'” Initiatives by governments, 
the private sector and non-government actors to incentivize 
upstream research should also be carefully considered. 


A much greater funding responsibility, however, must be 
shouldered by governments, as they bear responsibility to their 
citizens to progressively realize the highest attainable standard 
of health. The report of the Review on AMR, for example, calls 
for a Global Innovation Fund of up to USS 2 billion over five 
years to incentivize the development of new antibiotics and 
other unmet health needs.'” Other initiatives awaiting funding 
by governments include a proposal for a Health Product R&D 
Fund discussed in a recent report of the Special Programme for 
Research and Training in Tropical Diseases (TDR)'” and the so- 
called “demonstration projects” approved by the World Health 
Assembly to demonstrate effectiveness of new, innovative and 
sustainable financing and coordination approaches to address 
identified R&D gaps.” 


Four years ago, the CEWG recommended that the United 
Nations set targets, based on Gross Domestic Product, for 
government funding of health-related R&D. This would involve 
both national spending and commit wealthier countries to 
help poorer ones. The CEWG proposed a binding R&D treaty or 
convention to hold governments to those commitments. While 
that proposal has increasingly gathered support, negotiations 
at WHO are proceeding slowly." 


Considering the limits to financing public health R&D 
through domestic taxation, private philanthropy and official 
development assistance, innovative sources of financing, such 
as taxes on global transactions, have the potential to overcome 
this constraint. Progress has been made in recent years, for 
instance, through the leadership of the Leading Group.'” 
As affirmed in the Addis Ababa Action Agenda on Financing 
for Development, more countries should join in the effort 
to develop and implement new and innovative sources of 
financing public R&D.'”’ All these, as well as new opportunities 
and, if necessary, alternative forums should be explored. 


To resolve incoherence between market exclusivity-driven 
approaches and policies that steer investment and attention to 
where they are most needed, some current initiatives should 
be scaled up and other new ones created. The obligation of 
governments to uphold the right to health is not conditional 
on the availability of effective R&D mechanisms. Governments 
must therefore lead the private sector, civil society and other 
stakeholders in building coordinated public health R&D 
systems and financing them equitably, accountably and 
sustainably. 


Box 9: The case of antimicrobial resistance 


AMR is one of the most crucial health problems facing the 
world today. New models of R&D are under consideration and 
delinkage may provide the most useful path forward to address 
AMR. A successful strategy requires as a minimum global 
coordination and prioritization, sustainable and predictable 
funding for R&D from basic research through set stages of 
clinical development, collaboration between and among 
government, academia and the private sector, management of 
intellectual property, regulatory convergence, manufacturing 
capacity, implementation of surveillance and preservation 
mechanisms and education. 


The High-Level Panel recognizes the trailblazing work of recent 
reviews, commissions and the unprecedented high-level 
meeting at the United Nations on AMR. The High-Level Panel 
also recognizes that it is imperative to sustain and enhance 
this momentum and recommends the establishment of an 
independentinternational committee responsible for assessing, 
coordinating and mapping R&D developments in this field. This 
international committee should also be charged with assisting 
in resource mobilization and ensuring the efficient allocation 
and use of funds so that antimicrobial medicines and point-of- 
care diagnostics will be available and accessible to those most 
in need. 


Such an international committee should be charged by the 
United Nations to provide policy, regulatory and institutional 
direction on the issue of AMR, working in partnership with WHO 
and the various public and private sector initiatives directed at 
addressing the urgent need for the development of new tools. 
The High-Level Panel emphasizes that market-based models 
of innovation for AMR are unsustainable. Funding for R&D to 
address AMR and related challenges must be operationalized 
through delinkage models. Indeed, the challenge of AMR 
represents an important and incontestable context in which the 
viability of delinkage innovation models can be fully explored. 


(a) It is imperative that governments increase their current 
levels of investment in health technology innovation to 
address unmet needs. 


(b) Stakeholders, including governments, the biomedical 
industry, institutional funders of healthcare and civil society, 
should test and implement new and additional models 
for financing and rewarding public health research and 
development (R&D), such as the transaction taxes and other 
innovative financing mechanisms. 


(c) Building on current discussions at the WHO, the United 
Nations Secretary-General should initiate a process for 
governments to negotiate global agreements on the 
coordination, financing and development of health 
technologies. This includes negotiations for a binding 
R&D Convention that delinks the costs of research and 
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development from end prices to promote access to good 
health for all. Such a Convention should focus on public 
health needs, including but not limited to, innovation for 
neglected tropical diseases and antimicrobial resistance and 
must complement existing mechanisms. 


(d)As a preparatory step, governments should form a 
Working Group to begin negotiating a Code of Principles 
for Biomedical R&D. The Principles would apply to public 


R&D funds and should also be adopted by private and 
philanthropic funders, product development partnerships, 
universities, the biomedical industry and other stakeholders. 
Governments should report annually on their progress 
in negotiating and implementing a Code of Principles as 
a preparatory step to negotiating the Convention in the 
United Nations General Assembly. 
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Good governance,” accountability, stakeholder participation 
and transparency are decisive enablers and part and parcel of 
the 2030 Agenda.'” The rules governing human rights, trade 
and public health exist in separate but overlapping spheres; 
their implementation rests at different levels. An important 
factor behind the incoherence between trade, intellectual 
property laws, human rights and public health lies in the 
different accountability mechanisms and uneven levels of 
transparency. 


Human rights place a legal obligation on governments to 
progressively realize the right to health. Yet, in the context 
of health technologies, trade and investment agreements 
regularly contain TRIPS-plus provisions that increase levels 
of intellectual property protection and enforcement that 
impede the ability of governments to use laws and policies 
promoting their human rights obligations to the fullest 
extent possible. Trade and intellectual property-related 
accountability mechanisms are typically regulated by the WTO 
Dispute Settlement Understanding and the relevant dispute 
settlement provisions within a free trade agreement or related 
treaty. On the other hand, existing human rights accountability 
mechanisms are characterized by varying degrees of precision, 
legal weight and enforceability.’ 


Transparency is a core component of good governance. 
Civil society and patient groups rely on transparency of 
information to hold government authorities, private sector 
companies and international organizations accountable. 
Transparency can ensure fairness during negotiations that 
take place between biomedical companies and procurement 
organizations. The work of regulatory authorities in 
enhancing both innovation and access could be significantly 
aided if accurate information on the costs of R&D, production 
and distribution of health technologies were available. 
Most regulatory authorities already mandate the disclosure 
of information on quality, safety and efficacy of health 
technologies and some encourage information sharing 
on investments made in the R&D of health technologies. 
However, this information can be difficult to disaggregate. 


Another area heavily affected by the lack of transparency 
and stakeholder participation is the negotiation and setting 
of trade rules. Human rights treaties, United Nations General 
Assembly and Security Council resolutions, various public 
health and human development commitments, like the SDGs, 
are debated, negotiated and committed to publicly. While 
the principles of the WTO require that negotiations should 
be transparent,'®' in practice and in other forums, trade and 
investment agreements are often negotiated in secrecy. The 
lack of transparency in trade negotiations typically limits the 
ability of civil society, patient groups, labour unions, consumer 
associations, health professionals and even parliamentarians 
to assess the human rights and public health impacts and 
to hold governments accountable. Any robust and effective 
accountability framework for improving innovation and 
access to health technologies requires coherence and 
coordination across sectors and multiple layers of oversight, 


including in the political, administrative, legal and social 
realms. The framework must be grounded in human rights 
and all stakeholders—especially patient representatives, civil 
society and parliamentarians—must be enabled, supported 
and legally protected to effectively participate at every stage. 
4.7 Governance and accountability 
Multilateral organizations, governments, the private sector 
and civil society all have a critical role to play in governance 
and accountability for innovation and access to health 
technologies, including with regard to increasing transparency. 


4,1.1 International and multilateral organizations 
and governance and accountability 


Policy incoherencies among human rights, trade and public 
health are echoed in the United Nations and in the related 
organizations that support Member States to address 
these issues.'®? Many international organizations and United 
Nations entities that work on issues of health technology 
innovation and access operate under differing governance 
structures with different mandates that makes collaboration 
and coherence challenging.'® The activities undertaken by 
these organizations and the policy advice they provide to 
governments and other stakeholders in accordance with 
their mandates can often amplify the incoherencies between 
human rights, trade rules and public health objectives.'* 


WHO, WIPO and WTO have strengthened their collaboration on 
health technology innovation and access in recent years, but 
do not necessarily take into account or align with the work of 
the Office of the United Nations High Commission for Human 
Rights (OHCHR), the United Nations Industrial Development 
Organization (UNIDO) the Joint United Nations Programme on 
HIV/AIDS (UNAIDS) or UNDP. Mechanisms such as interagency 
working groups can help to improve coordination between 
the different agencies and ensure greater coherence in the 
advice and support to governments and other stakeholders. 
Precedents exist for improving collaboration and coordination 
through interagency entities such as the United Nations 
Development Group, the Joint United Nations Programme 
on HIV/AIDS (UNAIDS) and the recently established United 
Nations Interagency Task Force on the Prevention and Control 
of Noncommunicable Diseases.’ 


The 2030 Agenda calls for “robust, voluntary, effective, 
participatory, transparent and integrated” mechanisms of 
“follow-up and review” of Member State progress toward the 
SDGs.'® This requires that reporting mechanisms be put in 
place by governments to monitor progress and identify gaps 
in meeting requirements. 


The Millennium Development Goals (MDG) Gap Task Force was 
established by the Secretary-General of the United Nations 
in 2007 to improve monitoring of the global commitments 
contained in MDG 8: ‘Develop a Global Partnership for 
Development."®” One of the five core elements on which 
the taskforce systematically reported was health technology 
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innovation and access. However, the incoherencies between 
human rights, trade rules and public health were not addressed 
in the reports. The impact of the taskforce reports in influencing 
health technology innovation and access initiatives is unknown, 
largely because there were no accountability mechanisms 
attached to its reporting. In 2010, when progress was lagging 
on the health of women and children, the Secretary-General 
of the United Nations created a Commission on Information 
and Accountability for Women’s and Children’s Health to 
make recommendations on advancing progress. in turn, the 
Commission set up an Independent Expert Review Group to 
monitor and report on the degree to which states and non- 
state actors were implementing those recommendations." 
The models could also be used for improving accountability for 
health technology innovation and access, including to follow 
up on this High-Level Panel's recommendations. 


4.1.2 National governance, accountability and 
civil society 

The effective drafting and implementation of national 
legislation to incentivize health technology innovation and 
the negotiation of trade agreements requires the participation 
of multiple government departments and ministries, whose 
mandates overlap and intersect. The most obvious of these 
are trade, commerce and industry, economic development, 
science and technology, health, justice, foreign affairs, finance 
and national planning. Countries ranging from Lesotho to 
Switzerland have improved domestic policy coherence by 
bringing representatives of several ministries together under 
an authoritative head in working groups on health technology 
innovation and access.'® in most countries, however, these 
groups do not exist. Where they do, their functioning is usually 
ad hoc and beset by the asymmetries of influence that exist 
across most governments.’ 


An important tool to promote government accountability 
is independent ‘shadow reporting’ to United Nations 
bodies, which can help to highlight unaddressed issues, 
misinformation and/or problematic conduct.'" But many 
of the stakeholders, such as civil society and patient groups 
who produce shadow reports, operate in an environment of 
dwindling financial resources, suppression of civil society 
activity and declining access to platforms where human rights, 
trade and public health rules are negotiated and monitored. 
They need adequate resources and space for shadow reports 
as well as to advocate for improving innovation and access to 
health technologies.'%? 


Human rights and public health impact assessments are 
another important modality for holding governments 
accountable for their actions in negotiating and concluding 
trade agreements that may adversely impact the right to 
health. The fundamentals of human rights impact assessments 
are outlined in the United Nations Guiding Principles on 
Business and Human Rights, proposed by John Ruggie, the 
United Nations Special Representative for Business and Human 
Rights, and endorsed by the United Nations Human Rights 
Council in 2011.1 Known as the ‘Ruggie Principles, these 


are guidelines for states and companies to prevent, address 
and remedy human rights abuses committed in business 
operations. Calls for human rights impact assessments of 
health technology innovation and access are gaining ground 
with experts in human rights, health and development.'™* The 
Ruggie Principles distinguish between a private business’s 
responsibilities and a state’s binding obligations and establish 
a hierarchy of three core principles: 1) the state duty to protect 
against human rights abuses by third parties, including 
businesses; 2) the corporate responsibility to respect human 
rights; and 3) the need for more effective access to remedies 
for failure to abide by these responsibilities. In other words, 
governments are ultimately responsible for safeguarding 
human rights. Concomitantly, governments must apply 
“appropriate and effective remedies when [those laws are] 
breached” '° Other UN and multilateral organizations and 
bodies have issued guidelines and clarifications on the 
obligations of businesses.'*’ But those remedies largely remain 
to be enacted and enforced. 


In June 2016, the CESCR released some important observations 
on the conduct of state parties when concluding trade 
agreements. The Committee urged state parties to the ICESCR 
to undertake consultations with relevant stakeholders, 
including engaging affected communities in the development 
stages of negotiation and ratification of trade agreements, 
based on an assessment of expected impacts, and to ensure 
that an impact assessment is systematically conducted 
during implementation to adapt, if necessary, the content of 
the commitments.’ This important development signals a 
growing sense of government accountability to ensure that 
the consequences of trade-related commitments entered 
into are carefully considered and involve participation of key 
stakeholders, including civil society. 


4.1.3 Corporate governance and accountability 


Various voluntary and market-based mechanisms are set up 
to encourage greater accountability among corporations 
for innovation and access to health technologies, including 
greater public scrutiny. However, with monitoring and 
ranking mechanisms, such as the Access to Medicines Index, 
it is difficult to assess the effect of the rankings on company 
policies and practices.’ 


The Ruggie Principles call on companies to conduct “due 
diligence” to “identify, prevent, mitigate and account for how 
they address their adverse human rights impacts,’ redress 
their failures and publicize their remedial actions. Some 
pharmaceutical companies do this and report on it as part 
of their annual reporting process.’ The United Nations 
Global Compact on corporate social responsibility, currently 
signed by more than 8,902 companies in over 166 countries, 
encourages transparency through annual Communication 
on Progress reports on sustainability. Voluntary corporate 
social responsibility, while laudable, is limited by the fact that 
any action taken by companies is exactly that—voluntary in 
nature. 
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4.2.1 R&D costs and pricing of health technologies 


To realize a fair public return for public investment, government 
actors and public funders should require clear information 
on what it costs to innovate and bring a particular health 
technology to market. Although publicly-traded companies are 
legally required to disclose a range of financial information in 
their annual report, privately held ones are not, and even when 
disclosed, the data can be incomplete and difficult to parse and 
may not be sufficiently disaggregated, for example between 
R&D costs and marketing costs. For instance, R&D costs are not 
broken down by product, nor are precise sources of income 
listed in many cases, so a research grant from a government 
agency may not appear in a grantee’s books depending on 
accounting practices and the levels of funding involved.7? 
Ultimately, cost estimates vary widely depending on the source. 


For instance, a 2016 study conducted by the industry-funded 
Tufts Centre for the Study of Drug Development pegged the 
average total cost of bringing a new medicine to market at 
USS 2.56 billion to US$ 2.87 billion. Although often cited, 
this is a deeply contested figure. In comparison, the non- 
profit DNDi analyzed its own R&D costs and found that it spent 
USS 39 million to USS 52 million developing a new chemical 
entity. Adjusting for the risk of failure, as originator companies 
usually do, the number from DNDi rose to US$ 130 million to 
US$ 195 million.2° Of course, this cannot be taken as a direct 
comparison, given the significant disparities in R&D costs 
depending on the health technologies in question and the 
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costs of operation. However, it does provide a window into the 
very large disparities that exist in R&D cost estimates. Marketing 
cost estimates show similar disparities. Industry authorities 
generally claim more is spent on R&D than on marketing, but 
an analysis by Canadian academics concluded the opposite.” 
More complete disclosure is needed to create reliable data 
on costs of health technology research, development and 
marketing. At present, this important information is scattered 
over numerous conflicting sources and much is missing. 


Some public databases of medicine, vaccine, diagnostic and 
medical device prices exist. The WHO Global Price Reporting 
Mechanism (GPRM), for instance, records international 
transactions (volumes, prices, terms and other information) 
of HIV, tuberculosis and malaria medicines and diagnostics 
purchased by national programmes in low- and middle- 
income countries, as do other international organizations and 
governments. The Vaccine Product, Price and Procurement 
web platform (V3P), another WHO _ initiative, provides 
information on vaccine product, price and procurement 
data. Non-governmental organizations, such as Médecins 
Sans Frontiéres and Health Action International, have kept 
databases and produced publications to track the prices of key 
health technologies.?"° These mechanisms have strengths, but 
also limitations—such as the surveying of only some countries 
and some diseases. Furthermore, many complexities get in 
the way of confirming prices. Discounts, mark-ups, taxes and 
regional differences mean that prices vary within countries 
and final prices may not match list and factory prices.2" 
Even in relatively transparent systems, published lists do not 
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always disclose pricing arrangements between suppliers and 
public procurers.?!? Timely, comprehensive and user-friendly 
databases on costs and prices are needed. 


4.3.2 Clinical trials 


Healthcare providers need complete, up-to-date clinical 
trial data to give patients the safest, best treatments. A 2013 
United Kingdom parliamentary committee pointed out 
the serious problem of lack of information sharing from 
clinical trials: “Important information about clinical trials is 
routinely and legally withheld from doctors and researchers 
by manufacturers. This longstanding regulatory and cultural 
failure impacts on all of medicine and undermines the ability of 
clinicians, researchers and patients to make informed decisions 
about which treatment is best’?! 


Clinical trials are required by regulatory authorities before 
approval is given to manufacturers to enter the market and 
are meant to assure the safety and efficacy of health-related 
products. Clinical trials are also the biggest R&D expense.?4 
Increased transparency of clinical trial information is an 
important contributor to improved public health outcomes. 
Secondary and meta-analyses may change clinical practices 
and reveal that interventions are ineffective or unsafe, as 
happened in the case of selective serotonin reuptake inhibitors 
antidepressants.?'> When baseline data is published on trial 
subjects’ ages, gender and health conditions (while protecting 
patient confidentiality) doctors and health authorities can 
gauge the merits of a treatment for people with similar 
characteristics. 


Clinical trial sponsors and scientists are guided by a patchwork 
of national laws and non-binding professional ethical standards 
for research involving human subjects.?"° But trials are not only 
conducted in the country where the product is discovered 
or developed and the health technologies are used around 
the world. A lack of coordination between national drug 
regulatory authorities can also delay registration of new heath 
technologies. Government regulators do not always enforce 
their own rules stringently.?"” 


Transparency of clinical trials is not always a given. The initiators 
of trials commonly require non-disclosure agreements, in 
which the institutions that conduct the trials consent to keep 
the protocols, patient data and research results secret.2"* Some 
conductors of clinical trials have introduced bias into study 
designs and suppressed negative results,?"° although this does 
not appear to be common practice. To address the need for 
global transparency, several years ago WHO established the 
International Clinical Trials Registry Platform (ICTRP) that can 
serve as a single database where voluntarily-provided trial data 
can be made available. However, the ICTRP does not yet include 
any trial results, although work is underway to do so.” In 2014, 
the European Medicines Agency adopted a new policy to make 
clinical studies available2?! 


4.2.3 Patent information 


Transparent patent information can be an important a 
determinant of health outcomes. When the status and 
details of intellectual property protections are easily 
accessible, competitors can confidently release cheaper 
health technologies similar to out-of-patent products.’ 
Also, governments, generic companies, researchers and civil 
society can more easily review and oppose questionable 
patent applications and grants and monitor whether officials 
are applying patentability criteria as required by national laws. 


Currently, patent information is often confusing, incomplete 
and fragmented. A single product may be protected by 
hundreds of patents? and compounds may appear under a 
brand name or an international non-proprietary name (INN). 
Patents pile up over time, with no indication as to which ones 
the holder plans to enforce? and extend. These factors, as 
well as excessive patenting, can impede scientific progress and 
legitimate competition.” 


Multilateral organizations, such as WHO, WIPO and WTO, provide 
support to countries and procurement agents to navigate the 
mazes of patent information needed to make procurement 
decisions.27° A number of countries and organizations publish 
patent databases and conduct surveys and analysis (referred 
to as “patent landscapes”) covering certain fields of health 
technologies and groups of essential medicines, such as ARVs.?27 
These efforts begin the process of creating a comprehensive 
source of global patent information—but like the data itself, 
they are still incomplete and scattered. 
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4.3.1 Governments 


(a) Governments must review the situation of access to 
health technologies in their countries in light of human 
rights principles and States’ obligations to fulfil them, 
with assistance from the Office of the United Nations High 
Commissioner for Human Rights (OHCHR) and other relevant 
United Nations entities. The results of these assessments 
should be made publicly available. Civil society should be 
financially supported to submit their own shadow reports 
on innovation and access to health technologies. Such 
national reviews should be repeated at regular intervals. 


(b) Governments should strengthen national level policy and 
institutional coherence between trade and _ intellectual 
property, the right to health and public health objectives by 
establishing national inter-ministerial bodies to coordinate 
laws, policies and practices that may impact on health 
technology innovation and access. Appropriate member/s of 
the national executive who can manage competing priorities, 
mandates and interests should convene such bodies. The 
deliberations and decisions of such groups should operate 
with a maximum of transparency. Civil society should be 
financially supported to participate and submit their shadow 
reports on innovation and access to health technologies. 
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4.3.2 Multilateral organizations 


(a) The United Nations Secretary-General should establish an 
independent review body tasked with assessing progress on 
health technology innovation and access. Challenges and 
progress on innovation and access to health technologies 
under the ambit of the 2030 Agenda, as well as progress 
made in implementing the recommendations of this High- 
Level Panel, should be monitored by this body. Membership 
should comprise of representatives from United Nations 
and multilateral organizations, civil society, governments, 
academia and the private sector. 


(b) The United Nations Secretary-General should establish an 
inter-agency taskforce on health technology innovation and 
access. This taskforce, operating for the duration of the SDGs, 
should work toward increasing coherence among United 
Nations entities and relevant multilateral organizations like 
the WTO. The taskforce, also charged with overseeing the 
implementation of the High-Level Panel’s recommendations, 
should be coordinated by the United Nations Development 
Group and report annually to the United Nations Secretary- 
General on progress made in enhancing United Nations 
system-wide coherence. 


(c) The United Nations General Assembly should convene a 
Special Session no later than 2018 on health technology 
innovation and access to agree on strategies and an 
accountability framework that will accelerate efforts towards 
promoting innovation and ensuring access as set out in the 
2030 Agenda. Civil society should be financially supported 
to participate and submit their reports on innovation and 
access to health technologies at this Special Session. 


4,3.3 Private sector companies, 


(a) Biomedical private sector companies involved in health 
technology innovation and access should report, as part of 
their annual reporting cycle, on actions they have taken that 
promote access to health technologies. 


(b) Private sector companies should implement the following: 

{i)a publicly available policy on their contribution to 
improving access to health technologies setting out 
general and specific objectives, timeframes, reporting 
procedures and lines of accountability; and 

{ii) a governance system that includes direct board-level 
responsibility and accountability on improving access to 
health technologies. 


4,3.4R&D, production, pricing and distribution of 
health technologies 


(a) Governments should require manufacturers and distributors 
of health technologies to disclose to drug regulatory and 
procurement authorities information pertaining to: 

{i) The costs of R&D, production, marketing and distribution 
of health technology being procured or given marketing 
approval with each expense category separated; and 

(ii) Any public funding received in the development of the 

health technology, including tax credits, subsidies and 
grants. 


(b) Building on the Global Price Reporting Mechanism (GPRM), 
V3P and others, WHO should establish and maintain an 
accessible international database of prices of patented and 
generic medicines and biosimilars in the private and public 
sectors of all countries where they are registered. 


4,3.5 Clinical trials 


(a) Governments should require that the unidentified data on all 
completed and discontinued clinical trials be made publicly 
available in an easily searchable public register established 
and operated by existing mechanisms such as the WHO 
Clinical Trials Registry Platform, clinicaltrials.gov or in peer 
reviewed publications, regardless of whether their results are 
positive, negative, neutral or inconclusive. 


(b) To facilitate open collaboration, reconstruction and 
reinvestigation of failures, governments should require 
that study designs and protocols, data sets, test results and 
anonymity-protected patient data be available to the public 
in a timely and accessible fashion. Those undertaking clinical 
trials must not prevent researchers from publishing their 
findings. 


4.3.6 Patent information 


(a)Governments should establish and maintain publicly 
accessible databases with patent information status and 
data on medicines and vaccines. This information should 
be periodically updated and consolidated by WIPO in 
collaboration with stakeholders to develop an international, 
easily searchable database which should include: 


«standard international common names for biological 
products; 

+ international non-proprietary names for products, either as 
known at the time of application or after the granting of a 
patent; and 

+ dates of grant and expiry. 
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The commentaries are presented in the order that they were 
received. 


Jorge Bermudez, Winnie Byanyima and 
Shiba Phurailatpam 


It has been a great honour to have been a part of the UN 
Secretary-General’s High-Level Panel on access to medicines. The 
Secretary-General (SG) has shown great leadershipin recognizing 
the critical value of remedying the policy incoherence between 
international human rights and trade rules in the context of 
access to health technologies. The SG tasked us, building on 
previous and existing initiatives, with reviewing proposals and 
making recommendations to remedy this policy incoherence. 
This means finding ways to ensure access to existing expensive 
treatments and R&D for new technologies so that the world can 
fulfil the commitments of the Sustainable Development Goals 
(SDGs) to leave no one behind. 


All countries have pledged to work to meet the SDGs. 
Furthermore, human rights including the right to life and health 
are universal irrespective of where a person is born--whether ina 
rich or poor country. Therefore, the HLP work was to address the 
needs of all people being denied access to health technologies 
including lifesaving treatments for communicable diseases, 
noncommunicable diseases, neglected tropical diseases and 
rare diseases in low-, middle- and high-income countries. This 
is important given the lack of R&D for many health conditions 
affecting or threatening to affect people all over the world and 
the increasingly unaffordable prices of medicines for diseases 
such as cancer and hepatitis C in all countries. 


We acknowledge the hard work of our fellow Panel members. 
We also recognize the Secretariat's intensive support, as its 
staff worked tirelessly from the beginning. As a Panel, we 
have been able to agree to a number of recommendations 
that make some steps forward to remedy the incoherence 
of policies. However, we regret that the panel was not able 
to reach consensus to acknowledge the systemic failure of 
the current R&D and access system — based on intellectual 
property (IP) protection as embodied in the WTO’s TRIPS 
Agreement and aggravated by free trade and investment 
agreements and treaties - and to elaborate proposals that 
could more concretely, and in the short, medium and long 
term, remedy the failed system. 


In short, we as a Panel could have and should have been bolder. 
It is critical to move forward on the far more progressive and 
visionary proposals on financing, IP and access that seek 
systemic change in addition to the incremental efforts outlined 
in the Report. In our opinion the current recommendations 
are not enough, at this stage, with 15 years of the experience 
of using the Doha Declaration but most importantly with the 
evidence and testimonies presented to us by patients from 
different countries. The report has included encouraging 
recommendations on transparency and alternative systems 
of R&D but on the matter of access, we do not believe the 


recommendations should have been limited to the use of 
TRIPS flexibilities. The use of TRIPS flexibilities is well known, 
well documented and well recommended; indeed in the SDGs 
themselves. Therefore, the three of us have requested to add 
this personal commentary to the report to expand on what - in 
our view - should and may still be done. 


The Panel received inputs from the Panel’s Expert Advisory 
Committee and over 180 submissions and held public hearings. 
We have heard, followed and seen real stories of human suffering, 
due to lack of appropriate therapies or lack of access to existing 
but unaffordable technologies. Some contributions were not 
new ideas, and some have been included in previous reports but 
did not receive sufficient support to implement them. In fact, 
the mandate of the HLP has raised the highest expectation in 
people worldwide who see it as the opportunity to recommend 
solutions that can pave the way forwards to ensure that human 
rights dictate innovation and access to health technologies for 
all. Only this way can we truly ensure that no one is left behind 
by 2030 and beyond. 


Yet, despite the evidence we heard from all stakeholders on the 
lack of adequate public investment in driving the R&D agenda 
and on the current problems of access to existing lifesaving 
treatments and health technologies under the present patent 
regime, the Panel has not been able to move forward on some 
of the bolder proposals. Below are few examples that we 
recommend should be taken forward: 


First: We support the call for the discussion on a new IP 
regime for pharmaceutical products which is consistent 
with international human rights law and public health 
requirements, while safeguarding the justifiable rights of 
inventors. We support the findings and recommendations 
of the Global Commission on HIV and the Law in this 
regard. It is with regret that there was lack of consensus 
within the Panel on examining proposals to remedy the 
incoherencies in the human rights and trade frameworks 
as they relate to the current system of IP and thus the report 
has no recommendations in this regard. We do not accept the 
assertion in the Report that any process to renegotiate TRIPS or 
a new IP system that recognizes the primacy of human rights, 
may result in the derogation of such rights. We reiterate that on 
this matter there was neither consensus nor any conclusion of 
the HLP. We recommend that this critical recommendation should 
be pursued in other UN forums. 


Second: The threats of retaliation if governments use or 
show their intent to use TRIPS flexibilities (as the Report 
illustrates with Thailand and Colombia, among other cases) 
calls for recommendations of bold punitive actions against 
governments making such threats, which are missing in the 
report. We recommend the following: 


All UN member states should, in compliance with prevailing 
international human rights obligations and TRIPS obligations, 
reaffirm their commitment to the anti-retaliation principle 
and sovereignty of WTO Members in complying with TRIPS 
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as reflected in Article 1.1 of the TRIPS Agreement. Unilateral 
retaliation against countries using or intending to use TRIPS 
flexibilities should be deemeda violation of the TRIPS Agreement. 
We strongly urge the WTO to take immediate and appropriate 
punitive actions against such violations. We further call for 
an additional mechanism to be established at the UN Human 
Rights Council that should receive and investigate complaints 
(by UN member states, civil society, any other stakeholder or 
even by the HRC on its own accord) relating to the violation 
of human rights treaties as a result of trade retaliation (actual 
or threatened) where countries seek to use TRIPS flexibilities. 
The HRC should recommend actions to be taken within the 
framework of human rights treaties as well as include such 
matters in the Universal Periodic Reviews of UN members. 


Third: Countries should be free from pressure when they 
use TRIPS flexibilities including in deciding and using pro- 
health patentability criteria. Although the report emphasizes 
countries’ right to implement pro-health patentability criteria, it 
does not highlight the serious problems that they face when they 
do so. India is a case in point where pharmaceutical companies 
challenged Section 3(d) of India’s patent law which restricts 
patents on new uses and new forms of existing medicines, 
unless in the case of the latter, there is a significant improvement 
in efficacy. Although the Indian Supreme Court upheld the strict 
application of this law in favour of the government, pressure 
from other countries continues in order to change the Indian 
law. We draw specific attention to the ongoing litigation filed 
by multiple multinational pharmaceutical companies against 
the strict patentability criteria and strict patent examination 
processes in Argentina and Brazil and call for an immediate 
withdrawal of these cases and for the ceasing of all such litigation 
by industry against the use of TRIPS flexibilities. 


Fourth: TRIPS-plus measures in free trade agreements 
(FTAs) must be halted, reversed and banned. The report 
acknowledges the continuing limitations of policy space for 
government action because of TRIPS-plus measures in FTAs, 
which create further incoherence between human rights and 
IP protection. However, it needed to go further with strong 
and bold recommendations to address this incoherence. We 
recommend that TRIPS-plus measures must be immediately 
halted, reversed and banned. All new FTAs and those that are 
under negotiation should exclude TRIPS-plus measures as well 
as investor-state dispute settlement (ISDS) mechanisms. FTAs 
already signed must be revised to exclude TRIPS-plus measures 
and ISDS. We are alarmed at the ongoing negotiations on the 
Regional Comprehensive Economic Partnership Agreement 
which involves three key global producers of API and 
generic medicines (China, India and Thailand) and call on the 
governments in the RCEP negotiations to immediately remove 
all TRIPS-plus proposals and ISDS measures relating to health 
from the negotiations. 


Fifth: Governments must be enabled to address access 
barriers within the current IP system through automatic 


licensing for essential medicines. Several submissions 
made detailed proposals on how to address access barriers 
within the present IP and trade framework, ranging from 
voluntary approaches to full exemption for patenting for 
some or all medicines. Yet, in spite of explicit references to the 
Doha Declaration, primarily voluntary approaches are being 
recommended. These voluntary approaches are problematic 
because they are inadequate and not sustainable, and are 
limited to geographic scope, among other concerns, that is 
defined by industry. We also need solutions that can provide 
all governments with options to address access barriers. We 
believe that the Medicine Patent Pool has a role to play but 
given the aforementioned limitations of voluntary mechanisms, 
we do not agree that the solution to the unaffordable prices is 
expanding the MPP to all diseases. 


We recommend that medicines on national lists or on the 
WHO Model List for Essential Medicines should be exempted 
from |IP protection. This would comply with the legal 
obligation of States to take measures aimed at the prevention, 
treatment and control of diseases, ensuring availability, 
accessibility, acceptability and quality of essential medicines as 
a core obligation of the right to health; and it is compliant with 
the TRIPS Agreement. We have repeatedly included in several 
comments that the UN Secretary-General should engage with 
the leadership of WTO to request an authoritative interpretation 
of Articles 27 and 30 of the TRIPS Agreement in order to allow 
members to exclude essential medicines from patentability. We 
were initially encouraged by the recommendation in the report 
that WTO Members adopt effectively automatic compulsory 
licensing for essential medicines. However, we are now seriously 
concerned that this recommendation for effectively automatic 
compulsory licensing have been removed at the last minute 
due to lack of consensus. (please see later commentaries on 
this point). 


While the right to health imposes an immediate obligation to 
provide access to essential medicines, there is an obligation for 
the progressive realization of access to all health technologies 
and along with the immediate and effective use of TRIPS 
flexibilities by all countries, we also recommend that relevant 
UN forums and the WTO examine the issue of how IP constraints 
can be removed from all health technologies while protecting 
the justifiable rights of inventors. 


Sixth: The waiver for Least Developed Countries (LDCs) 
should be extended. 

We recommend that the LDCs’ transitions periods be extended 
further than 2021 and 2033 so that the waiver stays in effect 
until an LDC country ceases to be in this category of countries. 
We recommend that all LDCs immediately review their national 
and regional IP regimes to ensure the full use of these transition 
periods. 


In our view, several of these solutions should be made available 
in addition to those recommended in the main report. 

Finally, the legal and advocacy work of civil society in 
ensuring the incorporation, use and protection of TRIPS 
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flexibilities in national and regional legal systems must 
be supported: The failure to recognize and support the 
range of successful and critical legal work undertaken by civil 
society groups in all countries in the actual implementation 
of TRIPS flexibilities, including use of competition law and 
patent oppositions, is a major gap in the narrative and the 
recommendations of the Report. This work is being done in 
the face of massive human and financial resources limitations 
and dwindling international funding. Accordingly, we cail for 
UN agencies and other international aid agencies and donors 
to provide funding, possibly including through the creation of 
a specific fund, to support the legal and advocacy work of civil 
society, including the filing of patent oppositions 


Moreover, we regret that there are a number of critical 
issues missing, misrepresented or insufficiently addressed 
in the report-problems include: 


+The emphasis on “Unavailability of health insurance’ as 
a reason for lack of access to medicines. This occurs despite 
numerous explanations that such language implies that 
insurance coverage leads to access to medicines. This is not 
correct given that insurance does not protect people from 
the high cost of medicines nor does it guarantee access to the 
medicines they need even in high income countries. There is 
strong evidence that public, social and private insurance use 
rationing in providing expensive medicines by, for example, 
allowing prescription of hepatitis C treatment only to patients 
with certain liver damage. 


+» Lack of a clear discussion on access issues as they relate to 
existing new medicines to treat anti-microbial resistance 
(AMR). In this regard, the prices of new drugs where they do 
exist as well as delays in their registration in developing and 
least developed countries are also creating barriers in dealing 
with AMR in resource constrained settings. We note that 
for the new TB drugs like bedaquiline and delamanid, their 
pricing and availability remains a huge challenge in high TB 
burden countries. Two years after these two drugs have come 
onto the market, MSF estimates that less than 2% of those who 
need these treatments can access them while the so-called 
access pricing remains out of reach for most governments 
and patients (US $ 1,700 for delamanid through the Global 
Drug Facility and US $ 3,000 for bedaquiline in middle income 
countries). We draw particular attention to this dimension 
of AMR and call on all governments to take necessary legal 
actions to ensure the availability and affordability of existing 
treatments for patients who need them. 


«Lack of clear reference to industry claims which were 
sometimes presented in a “factual” manner or as the opinion 
of the HLP. This includes claims that patents have produced 
the finances for R&D in medicines, or that the system has 
delivered the medicines that people need. We advised several 
times to clarify the language. 


It remains a particular regret for us that the Panel’s Report could 
not document or acknowledge much of the evidence placed 
before us in the testimonies of patients at the London and 
Johannesburg hearings. We believe those testimonies were the 


soul of the High-Level Panel's process. It is the brave struggles of 
patients and communities that demand we take full advantage 
of the opportunity presented by the High-Level Panel and the 
interest it has created among those concerned with R&D and 
access to health technologies, in order to move forward on 
issues beyond what has been agreed by consensus. 


We believe our recommendations presented above are critical 
to ensure that all people all over the world have access to 
affordable health technologies they need, that no one is left 
behind and that no lives should ever be lost because of the 
price of a medicine. 


Andrew Witty 


Improving access to medicines for patients and citizens across 
the world is one of the great challenges of our time. It is an 
issue of great importance to me. | am proud that GSK has led 
the independent Access to Medicines Index on each of the 
four occasions it has been compiled. 


Nobody would dispute the need for improvement in both 
innovation of healthcare technology and access to it. Everyone 
understands there is much to do. People are being left behind. 


That said, advances in medical technologies, and new 
partnerships and collaborations, have led to a massive increase 
in life expectancy and a dramatic fall in childhood mortality 
in recent decades. The past 10-15 years has been a period of 
unprecedented progress. A diverse portfolio of new models and 
mechanisms for developing and delivering medicines, vaccines 
and other healthcare technologies - such as AMCs, PDPs, the 
Medicines Patent Pool, tiered pricing, and collaborations 
such as the pharmaceutical industry coalition on NTDs - have 
delivered extraordinarily fast and impressive results in the 
range of medicines and vaccines available and in the number 
of people able to access them. 


Novel approaches and partnerships have led to tailored 
solutions, developed through consensus, to specific challenges 
and circumstances. 


The huge achievements of the current system of healthcare 
innovation are often ignored or taken for granted. Equally, 
although many different stakeholders (particularly academia 
and public and philanthropic funding institutions) contribute 
significantly, it is often forgotten that almost all of the world’s 
medical technology has come directly from, or with the 
enormous contribution of, the research-based pharmaceutical, 
biotechnology and medtech industries. Those contributions 
have been largely stimulated by incentives underpinned 
by intellectual property. The approaches and partnerships 
referenced above all operate within and alongside the IP 
system. 


The Panel was limited both by the narrow, IP-orientated, scope 
of its mandate and the short time period during which it 
operated and asa result could only meet a few times as a Panel. 
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My fellow Panel Members and the Secretariat showed 
commitment, good intent, diligence, great respectand expertise 
throughout, and delivered some constructive comment and 
recommendations. While inevitably, well-trodden subjects such 
as TRIPS took up a lot of the Panel’s time the Report introduces 
and encourages some new areas of focus. Notably the 
responsibility of Governments to transparently reconcile their 
policy choices as they affect access, the role of private sector 
employers in helping to protect their employees’ health, and 
the scope to explore delinkage approaches in specific areas of 
market failure such as AMR. 


Other recommendations suffer from a lack of rigorous testing, 
sometimes based on assertion rather than data/evidence, and 
some are vague, lacking clarity on how they will be progressed 
—for example, what will the development of a Code of Principles 
for Biomedical R&D address, and what patent rights would 
publicly-funded R&D be entitled to? These subjects will need 
much more exploration. The Panel had neither the time nor 
capacity to validate evidence submitted to it in these areas. 


The Report makes two false or at least highly dubious implicit 
assumptions which are foundational to some of the narrative 
and recommendations: 


Firstly, that the value (clinical or financial) of an innovation is 
clear at the time of discovery and patenting. It almost never is. 


Second, that national governments will commit, and be able to 
raise, the very substantial funds that are required to incentivise 
future innovation. This especially in the context of an R&D 
Convention, which may explain why this idea, in its grandest 
form, remains stalled in the international forums where it has 
been discussed. 


These two assumptions are important as they are used to 
reassure onalternate approaches to the current system, when in 
fact neither are likely to prove robust or be broadly deliverable. 


Finally, the Report makes frequent reference to the range 
of factors impacting access, particularly in the many parts 
of the world where there is limited access even where no 
patents exist and prices are at generic levels. However, due to 
its narrow mandate and short timeline it does not analyse these 
other factors in depth nor offer a clear mechanism or process 
by which they can be addressed. Addressing global access 
to medicines requires a holistic approach to assess all factors 
impeding access and their relative importance, followed by 
practical and tailored solutions which build on what has been 
shown to work. 


Specific Issues of Concern 
Compulsory Licensing 


| recognize that compulsory licenses can be used legally and 
that, where they are, fair and efficient compulsory license 
processes are needed. | also believe that industry and other 
stakeholders should not overreact to every compulsory license 
and treat it automatically as a ‘no-go area’- they should respond 
on a case-by-case basis, after careful analysis of the facts. 


The Panel could not agree on further evolution of this 
complex policy space and the Co-chairs correctly reflected 
this disagreement in the final Report. | fear that any element 
of automatic use of compulsory licenses for medicines would 
have significant unintended consequences. The journey from 
concept to finished medicine can take up to 25 years. If there 
is significant uncertainty about returns being available for 
successful, value-adding products at the end of that period, 
investors and therefore companies would be much less willing 
to invest the significant levels of funding required to discover, 
research and develop new medicines. Innovation would be 
endangered for patients around the world. 


Compulsory licenses should be granted in line with the 
provisions of the TRIPs agreement and the Doha Declaration. 
They should therefore not be a routine or automatic element 
of a country’s industrial or health policy, and should not 
generally be used if there are good therapeutic alternatives 
available at reasonable prices. If a compulsory license, or any 
other TRIPs flexibility, is to be pursued, it should be preceded 
by negotiation. 


It is also important to acknowledge that the vast majority of 
the medicines on the WHO Essential Medicines List are not 
patented, and yet a third of the world’s population do not 
have reliable access to them. For the 2013 list, there were 375 
medicines on the list and only around 20 (5-6%) had patents. For 
the 2015 list, there were 409 medicines on it and only around 
34 (8%) had patents. Few, if any, of those 34 are patented in 
LDCs or in many other poorer countries. Additionally, LDCs are 
not required to introduce patents for any medicines before the 
year 2033. This means that IP plays no role in the lack of access 
for these medicines and these countries, so IP-based ideas such 
as CLs are extremely unlikely to help. 


The TRIPS framework provides countries with a variety of options 
which can be used as needed. Built on collaborative negotiation 
and voluntary agreements | believe most situations could be 
rapidly resolved if they are indeed priorities for the member 
state. | see no reason for countries to be forced or required to 
amend the current framework. 


Delinkage 


The Report states that “Ebola and Zika are a stark reminder 
of the need for delinkage” In fact the lack of treatments for 
these outbreaks has nothing to do with the market-driven IP 
model. The lack of preparedness was caused by many factors, 
not least of which is that these diseases were not regarded as 
global health priorities by the WHO or others, as the report 
acknowledges. There is no evidence that delinkage would have 
made a difference to readiness for these outbreaks. 


Delinkage can play an important role in solving particular 
problems. In some PDPs for NTDs, it has helped to reduce the 
costs of development, make products more affordable, and get 
new products to patients faster. 
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Similarly, reflecting the unique set of issues around AMR, it is 
helpful that a new economic model delinks the volume of sales 
of a new antibacterial from the revenues the company receives. 


Delinkage will likely not be appropriate or useful for 
many therapy areas. Different mechanisms are needed for 
different problems when they arise - a one-size fits all approach 
is not optimal, and is potentially damaging to innovation. 


Including costs and prices as an aspect of Regulatory Approval 


The Report suggests that the costs of developing a medicine 
should be shared with regulators who approve medicines. The 
regulatory approval system is based on quality, safety and 
efficacy and is well-established and well-proven. 


Assessment of costs and price should not be part of that 
process. Not least because the skills of assessment are 
fundamentally different. Separate processes also maximize 


transparency of decision making. 


Making use of TRIPs Flexibilities and other IP issues 


The report overstates the extent of the TRIPS flexibilities. TRIPS 
does not permit unlimited use of CL or unlimited discretion 
to determine what is and is not patentable. Countries should 
consider making use of this framework as necessary and 
should not be mandated to do so. 


Definition of patentability criteria 


Patentability must be based on clear, rationale and predictable 
criteria. The Report proposes that Member States should 
have the right to define these criteria in the best interests of 
public health without in any way describing how that is to be 
judged. This would create complexity and unpredictability for 
all stakeholders involved in the innovation process. 


Patents are granted at the very start of the development 
process when the impact of the discovery is unclear and when 
most discoveries are destined to fail. Further complexity in this 
arena will add no value and require extensive new capacity. 
It would be helpful to more clearly define the undesirable 
aspects of ‘evergreening’ rather than a wholesale change in 
patenting approach. 


Conclusions 


The current system is not perfect, but we must be careful 
about how we go about improving it. It would be wrong and 
irresponsible to fundamentally disrupt this model without a 
well-tested alternative ready to replace it. A proper assessment 
of the unintended negative consequences of proposed 
change is also crucial in such a highly interconnected policy 
space. Otherwise we risk undermining recent collaboration, 
and a loss of momentum in innovation, and as such could 
jeopardize access for future generations to key innovation. 


Maria C. Freire 


The High-Level Panel is united in its belief that every human 
life is valuable and that it is our duty and responsibility to 
ensure that advances in science and technology support this 
core tenet. Over the past months the HLP has heard, studied 
and addressed some of the concerns that have arisen from 
inconsistencies in policy and practice related to the human 
right to health and the creation, protection and distribution 
of health technologies. The wealth of information provided 
to the HLP and its deliberations demonstrate once again the 
need for concerted, purposeful action of all involved, including 
governments, academia, private companies, philanthropy, 
civil society and patients. The short period of time in which 
to fulfil the High-Level Panel's remit and its narrow mandate 
resulted in a report that may provide a platform for further 
discussion although it does not, and realistically could not, 
fully delve into the multiple causes for the lack of broad access 
to medical technologies. 


Access to medicines and health technologies is predicated 
on their being available for use. The report stresses the 
imperative for medical innovation, without which no new 
drugs, vaccines, diagnostics, personal protective equipment 
and other fit-for-purpose medical technologies would 
exist. However, it does not explore viable new models for 
innovation that are implementable, financially sustainable 
or that tap, enhance and coalesce the expertise and know- 
how of the scientific community worldwide. Specifically, 
action is required on practical, concrete, achievable goals 
for medical innovation: ensuring the availability of scientific 
talent and medical personnel, in-depth understanding of the 
etiology of disease, implementation of novel trial designs 
and pre-approved protocols for clinical testing, coherence of 
disparate regulatory standards for reviewing and approving 
new technologies, strengthening manufacturing capacity, 
strategic stockpiling and prompt delivery of medical products. 
The report acknowledges additional myriad of factors that 
also limit availability and access, including tariffs, taxes, 
regulations and protectionist barriers, which are beyond 
the scope of the High-Level Panel remit. Nonetheless, such 
matters are critical to understanding why patients are not 
able to access the medicines they need, including those on 
the Essential Medicines List that may or may not be patent- 
protected, and to designing recommendations to overcome 
these hurdles. 


Some of the recommendations proposed herein, while 
well-intentioned, could have unintended and undesirable 
consequences. Rather than improving the status quo, they 
may result in curtailing innovation; as a result, important 
positive trends to promote better access to public health 
technologies could stall or be reversed. Such a situation 
may arise from Recommendation 2.6.1 (b), which states that 
governments should implement national legislation, based 
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on the provisions found in the Doha Declaration, that facilitates 
the issuance of compulsory licenses for legitimate public health 
needs, particularly with regard to essential medicines. There 
is no question that governments can and should make full, 
fair and responsible use of flexibilities under TRIPS, especially 
when the goal is to address the public health needs of their 
populations. The long-term effect of this recommendation, 
however, could be to prompt manufacturers to shy away from 
developing or producing health technologies that address 
public health needs and to direct R&D resources to health 
technologies that, while important for some sub-populations 
of patients, have little broad public health utility or impact. This 
potential dissonance should be studied in context, possibly by 
the independent review body proposed in Recommendation 
4.3.2 (a), to ensure a robust, sustainable innovation engine that 
addresses public health needs. 


Recommendation 3.4 (c) calls for negotiations on a binding 
R&D Convention, focused on public health, including neglected 
tropical diseases and antimicrobial resistance (AMR), that 
delinks the costs of research and development from end prices 
to promote access to good health. The HLP discussed delinking 
as an important potential tool for innovation and was clear that 
this mechanism is meant to enhance not supplant other drug 
development efforts. This is reflected in Recommendation 3.4 
(c) where it clearly states that delinkage must complement 
existing mechanisms. 


Without innovation, there will be no new tools for public health 
needs, new pandemics and AMR. There are already precious 
few diagnostics, vaccines and medicines that can address these 
menaces and limited resources to support research into the 
basic biology that underpins them. It would be unwise to set 
into motion activities or policies that further choke innovation, 
placing large populations at risk and contradicting the core 
principles under which the High-Level Panel was convened. 
As a society, we must continue the dialog and analysis with 
urgency, press for realistic, fact-based solutions and build on 
the momentum provided by the High-Level Panel to ensure 
that medicines are available and accessible for those who need 
them. 


Ruth Okediii 


The United Nations Secretary-General’s High-Level Panel on 
Access to Medicines (“Panel”) was convened to address one 
of the most intractable and morally compelling global issues 
of our time—lack of access to medicines and other health 
technologies. Itis a challenge of immense proportions, affecting 
rich, middle-income and poor countries—although the effects 


fall disproportionately on developing and least developed 
countries. The Terms of Reference for the Panel explicitly 
identified policy incoherencies among trade, intellectual 
property (IP) and human rights as the prism through which to 
study the problem of lack of access to medicines and health 
technologies’. 


The Panel received a wealth of contributions? that underscore 
the complexity of the interface among these regimes and that 
have informed the Panel’s findings and recommendations. 
Unfortunately, important aspects of the Panel's rich 
discussions—as well as practical steps that governments 
should consider to improve access—are not reflected in its 
formal recommendations. 


The complex combination of laws, institutions, and firms 
that regulate the development and distribution of drugs and 
health technologies has done a great deal of good. Yet, as 
presently constituted, they have also resulted in significant 
misalignments between, on one hand, the composition 
and pricing of the drugs produced and distributed by 
pharmaceutical firms and, on the other hand, social welfare 
and human rights. For example, too few resources are devoted 
to vaccines and medicines to treat diseases common primarily 
in developing countries, and the prices of treatments that 
have been developed for those diseases are too high. Partly 
because of this misalignment, healthy life expectancy in low- 
income countries is sharply lower than in most industrialized 
countries. The international community has the scientific, 
institutional and legal capacity to reduce this inequality—and 
a moral obligation to do so. 


Itis true that an immediate goal of the IP system is to incentivize 
and reward innovation, but this is not its only goal. Intellectual 
property law is also an important tool to promote the public 
interest in encouraging investment in innovation which 
ultimately results in the societal diffusion of new technologies. 
How effectively the IP system accomplishes these social welfare 
objectives depends on a mix of factors—some related to the 
proper design and application of different IP laws, and others 
related to the regulatory and institutional environment in 
which IP is deployed——factors which vary across countries and 
disease categories. The freedom to experiment with initiatives 
that adapt IP rules to local contexts in light of these differences 
is essential to reducing gaps in access to medicines and health 
technologies. 


With these general observations in mind, | provide below some 
additional context and detail regarding broad themes and 
supporting recommendations in the Panel’s Report: 


‘See Annex 4, Terms of Reference: The United Nations Secretary-General’s High-Level Panel on Access to Medicines. 

“The submissions to the HLP contain a wealth of information, insights and possible solutions to the challenge of lack of access to health technologies. These 
submissions should be catalogued and placed in a database accessible to the public. They are an invaluable source of new and promising initiatives; some 
of the ideas presented cauld precipitate formation of new partnerships and catalyze new approaches to various aspects of the global challenge of lack of 


innovation and access to medicines. 
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Recommendations to Enhance innovation and Access to 
Health Technologies 


The Panel discussed at length the limits of the IP system to 
address emerging threats to global public health, such as anti- 
microbial resistance, and the failure of these models to induce 
innovation directed at neglected diseases. | share many of the 
Panel's concerns, but wish to emphasize four practical tools 
and regulatory initiatives that governments, nongovernmental 
organizations and private firms can deploy to address 
neglected diseases—consistently with human rights, IP and 
trade treaties. 


Coordinating Public Health information and Responses 


Collaboration in gathering and disseminating information 
concerning emerging public health threats, and coordination 
in developing initiatives to reduce gaps and redundancies 
in research and development. Such joint efforts could, for 
example, have mitigated the recent outbreak of Ebola in West 
Africa and ameliorate the current threat posed by the Zika 
virus. 


Pricing Variations to Enhance Access to Health Technologies 


Create an institutional and regulatory environment to 
facilitate voluntary pricing practices by pharmaceutical firms. 
For example, national governments could adjust their rules 
pertaining to reference pricing and to the exhaustion of patent 
rights in ways that would facilitate both inter- country and 
intra-country differential pricing of essential medicines. Such 
pricing should prioritize increasing the availability of drugs to 
the poorest victims of neglected diseases. 


Similarly, foundations or NGOs could provide modest amounts 
of funding to induce generic firms to accept originator 
pharmaceutical firm offers of zero-royalty licenses for the 
production and distribution of patented drugs targeted for 
use in least developed countries. To avoid inhibiting voluntary 
pricing initiatives, any price variations, including price 
discrimination in favor of low-income countries, should not be 
targeted by high-income countries as a starting point for their 
negotiations with pharmaceutical firms. 


Filling Gaps Left by Markets and Institutions - Innovation Models 
Focused on Delinkage 


Identify appropriate areas in which the cost of producing 
health technologies can be separated or “delinked” from the 
cost to consumers. Delinkage as a supplementary organizing 
principle is particularly important for innovation in health 
technologies for neglected tropical diseases, orphan diseases 


and other diseases for which private markets are insufficiently 
capitalized or nonexistent. Governments or NGOs could use 
highly focused allocations of funds to help close the gaps in 
these markets. Such allocations might include targeted grants, 
prizes for developing vaccines aimed at specific diseases, 
advance market commitments for neglected diseases, grants to 
subsidize the development of new antibiotics (combined with 
appropriate limitations on deployment of those antibiotics in 
order to minimize resistance), and tax incentives. 


A Regulatory Overlay on National Intellectual Property Regimes 


Regulatory overlays that governments might impose on the IP 
system to incentivize firms to direct resources to diseases in 
developing countries. Such overlays have previously been used 
in other policy domains, for example to reduce pollution and 
increase automobile fuel efficiency. For health technologies, 
governments could consider two main candidates. First, 
Pigouvean taxes on pharmaceutical firms in proportion to 
the degree to which they contribute to the misalignments 
indicated above. Such taxes could nudge firms to develop R&D 
portfolios that more closely align with human rights and social 
welfare goals. Second, requiring all pharmaceutical firms to 
achieve, within a specified timeframe, a designated score on 
a “social-responsibility index.’ This index would be a fraction, 
the numerator of which would be an objective measure of the 
firm’s contributions to public health (in the developing world); 
and the denominator of which would be a similarly objective 
measure of the firm's profits. Ideas like this give important 
flexibility to pharmaceutical firms that embrace social welfare 
objectives, enhancing opportunities for realistic “win-win" 
outcomes.* 


Recommendations Regarding the TRIPS Agreement 


The mandatory minimum standards in the TRIPS Agreement 
have proven to be especially challenging for developing and 
least-developed countries. A few points discussed at length by 
HLP, but not included in the Panel's formal recommendations, 
merit emphasis. 


The Relationship between TRIPS and International Human Rights 
Law 


A commitment to mitigate policy incoherence that adversely 
impacts innovation and access to medicines must have at its 
core the recognition that every country has a duty to fulfil its 
obligations in TRIPS and in international human rights law.’ 
UN political and expert bodies have repeatedly reaffirmed 
that states can satisfy these dual commitments by tailoring 
IP protection to achieve overarching social and human 


3 As suggested by experts, it would be ideal if the pharmaceutical firms whose businesses would be subject to such a regulation would themselves participate 
actively in designing and implementing the system. Governments would (a) require transparency with respect to the financial data necessary accurately to 
measure each firrn’s profits and (b) support (financially and otherwise) an independent, unbiased consortium that would refine and apply the methodologies 
necessary to estimate fairly the health benefits generated by the distribution and consumption of particular drugs. 

4For a comprehensive discussion, see Laurence R. Helfer and Graeme W. Austin, Human Rights and Intellectual Property: Mapping the Global Interface, 


Cambridge University Press, 2011. 
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rights objectives*. The flexibility mechanisms in TRIPS— such 
as subject matter exclusions, exceptions and_ limitations, 
compulsory licenses, and textual interpretations consistent with 
the treaty’s overarching social welfare objectives—are essential 
for achieving compatibility between the two sets of international 
obligations®. However, precisely how these dual obligations 
will be given effect will not look the same across all countries 
and sectors, and certainly not in the area of public health. 
Governments thus have flexibility to achieve human rights- 
consistent outcomes that take account of local particularities’. 


Compulsory Licenses 


Countries have the right to authorize and issue compulsory 
licenses. This right is explicitly safe- guarded in leading 
intellectual property and trade treaties and in national laws. 
High-, middle-, and low-income countries have all used 
compulsory licenses to accomplish important ends, including to 
reduce prices for patented medicines and health technologies. 
The TRIPS Agreement prescribes a process in Article 31 that must 
be followed when a WTO Member exercises this sovereign right. 
The 2001 Doha Declaration provides additional clarification of 
the flexibilities countries enjoy in determining the grounds 
for issuing compulsory licenses consistent with Article 31. 
Countries should be familiar with the various requirements 
for conditions in which the use of this tool is both warranted 
and justified in the TRIPS Agreement.’ Statutory provisions for 
compulsory licenses adopted in several high income countries, 
and that are particularly expedient for public health needs, may 
offer useful examples of an accelerated process. Ail stakeholders 
must engage processes regarding the issuance of compulsory 
licenses effectively, fairly and legitimately. Moreover, countries 
are entitled to freedom from all forms of reprisal, whether from 
public or private sources, when exercising such rights. 


Not Just Patents 


The Panel's deliberations focused on patent law, and 
understandably so. But trademarks and copyright can exert 
monopolistic effects in the market that rival those associated 
with patents and with a far greater duration. The Reportis silent 


on these issues, but there is much work that should be done to 
tackle the combined effects of different IP rights and other non- 
IP factors on the cost, distribution accessibility of medicines 
and health technologies. 


Recommendations to 
Environments 


Improve Domestic Regulatory 


Least-developed countries too often are treated as passive 
recipients of health aid or unskilled partners in deliberations 
about public health and access to medicines. Every country 
must be ensure that its policies and actions are targeted toward 
ensuring the right to health. Numerous factors can impede this 
vitally important goal. A country’s failure to invest in the physical 
well-being of its own people, for example, is as much a violation 
of human rights, and is as morally objectionable, as is endemic 
corruption. Our collective silence about insufficient investments 
in national health systems, and the failure to hold governments 
accountable for these deficiencies, cannot be easily reconciled 
with the passionate demands to respect the Doha Declaration 
or to otherwise discipline the TRIPS Agreement. 


Poor regulatory conditions in developing and least-developed 
countries significantly impede access to health technologies. 
Governments in these countries should begin immediately to 
tackle the policy, legal and administrative incoherence that 
exists among various government agencies and public health 
institutions to achieve these goals. A wide range of important 
tools could be put in place such as: 


« Regulations to streamline domestic distribution channels for 
medicines and health technologies; 

* Targeted customs procedures to facilitate prompt clearance of 
medicines and health technologies at national borders; 

*Establishment of registries of medicines protected under 
national or regional patent laws to facilitate collective 
negotiations over price with pharmaceutical firms; 


«Tax and other incentives to facilitate local production of 
medicines and other health technologies; 


>See, e.g., Patent policy and the human right to science and culture, Report of the Special Rapporteur in the field of cultural rights, UN Doc. A/70/279 (Aug. 4, 
2015), para. 4 (prepared by Farida Shaheed) (“Well-designed patent laws and policies play a vital role in encouraging private investment in scientific research 
and development, making an important contribution to scientific progress and human well-being. In order for the international patent system to continue 
to serve its fundamental purpose of encouraging innovation and promoting dissemination and transfer of technology, the right balance is required between 
the rights of technology holders and the rights of technology users for the benefit of society as a whole”); Comm'n on Human Rights, Report of the High 
Commissioner on the Impact of the Agreement on Trade-Related Aspects of Intellectual Property Rights on Human Rights, UN Doc. 

E/CN.4/Sub.2/2001/13 paras. 1 1-12 Uune 27, 2001) (stating that“the balance between public and private interests [in Article 15 of the International Covenant 
on Economic Social and Cultural Rights (ICESCR) and Article 27 of the Universal Declaration of Human Rights] is one familiar to intellectual property law;" 
the key question “is where to strike the right balance”); Committee on Economic, Social and Cultural Rights, Statement on Human Rights and intellectual 
Property, UN Doc. E/C12/2001/15 (Dec. 14, 2001) (IP “must be balanced with the right to take part in cultural life and to enjoy the benefits of scientific 
progress and its applications, and that“national and international intellectual property regimes must be consistent with’ the obligations in the ICESCR). 
°See, eg., Special Rapporteur in the Field of Cultural Rights, The Right to Enjoy the Benefits of Scientific Progress and Its Applications, Human Rights Council, 
U.N. Doc. A/HRC/20/26 para. 59 (May 14, 2012) (prepared by Farida Shaheed) (emphasizing that TRIPS “flexibilities are important tools to ensure respect for 
human rights”). 

7Id, at para. 58 (emphasizing the “wide range of policy space given to States” that allow for “different standards of IP protection provided [that] the 
principles and substantive provisions [of human rights law] are fulfiled”) (internal quotations omitted). Much can also be learned from national judicial 
decisions in which courts have developed a dynamic jurisprudence to discipline overreach in the patent system that draws upon international human 
rights law, constitutional law and other legal regimes including competition law. See, eg., Alicia Ely Yamin And Siri Gloppen, Litigating Health Rights: Can 
Courts Bring More Justice to Health? Harvard University Press, 2011. 

5 Jerome H. Reichman, Compulsory Licensing of Patented Pharmaceutical Inventions: Evaluating the Options, 37 Journal of Law, Meciicine and Ethics, 247- 
263 (2009). 
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*Pooling resources and partnering with other countries and 
with foundations to invest in R&D targeting specific diseases 
in their regions. R&D agreements among developing countries 
could facilitate such an arrangement, and could be a step 
towards a global R&D Convention. 


Conclusion 


There is no single cause or solution to the persistent and 
burgeoning problem of lack of access to medicines and health 
technologies; but there must be single-mindedness in the 
global commitment to confrontit. The Panel’s recommendations 
respond to problems we know and face today. In considering 
these recommendations, care must be given not to drive 
innovation to sub-optimal levels or to unjustly tar all innovators 
with the same brush. 


Developing solutions to the dual problems of lack of access to 
health technologies and lack of funding for health innovation 
is the collective responsibility of all countries and stakeholders. 
The convening of the High-Level Panel is yet another effort to 
urge the international community to be tenacious in seeking 
to reconcile great scientific promise and achievement with 
obdurate political will in support of human development. To this 
end, the most important collective work still lies ahead. 


Jorge Bermudez and Winnie Byanyima 


We acknowledge the great work of the Co-chairs and the 
hard work of the Secretariat to accommodate High-Level 
Panel members’ views in the report. However, this note raises 
objections to the removal of a critical recommendation from the 
report because of lack of consensus. 


This note reasserts our strong support for the vital 
recommendation on effectively automatic compulsory licensing 
for essential medicines that did not make it into the final 
report while also offering another, stronger recommendation 
that, we believe, would help countries to effectuate the use of 
TRIPS flexibilities in the face of the political difficulties faced 
when issuing compulsory licensing. Both recommendations 
are TRIPS compliant and legally tenable in the opinion of 
several legal experts. We encourage countries to examine 
these recommendations and amend their national or regional 
IP systems in keeping with these recommendations. These 
recommendations are critical to meeting the obligations of 
the right to health while allowing countries to also meet their 
obligations under the TRIPS Agreement. 


Several submissions to the High-Level Panel made detailed 
proposals on how to address access barriers within the present 
IP and trade framework, ranging from voluntary approaches 
to full exemption for patenting for some or all medicines. 
Yet, in spite of explicit references to the Doha Declaration, 
primarily voluntary approaches have been recommended. 
These voluntary approaches are problematic because they are 
inadequate and not sustainable, and are limited to geographic 
scope that, among other concerns, is defined by industry. 
The High-Level Panel was tasked, in our opinion, to consider 


proposals for bigger, bolder action, and regrettably we have 
found ourselves unable to move beyond voluntary approaches 
and the existing WTO framework on IP in our discussions and 
recommendations regarding access to health technologies. 


While the High-Level Panel’s report emphasizes that all countries 
must incorporate and fully use TRIPS flexibilities, economic 
and political realities and serious power imbalances between 
developed and developing countries and between countries and 
the multinational pharmaceutical industry stand in the way of 
implementing this recommendation. Therefore, we were initially 
encouraged by the recommendation in the report that WTO 
Members adopt effectively automatic compulsory licensing for 
essential medicines. However, we are now constrained to record 
our dissent to the removal of this recommendation for effectively 
automatic compulsory licensing at the very last minute. 


Views of several members of the Expert Advisory Group 
confirmed that the term “effectively automatic” is consistent 
with the letter and spirit of the TRIPS Agreement as long as the 
recommendation specified that the requirements of Article 31 
were to be met. Two-thirds of the members of the High-Level 
Panel were also of the opinion that such a recommendation 
was important, timely and legally tenable. Yet, the report only 
refers to the views of some HLP members by stating that “.. a 
sizable minority of Panel Members were not, because of concerns 
over the potential incompatibility of such measures with the 
TRIPS Agreement and the unintended consequences that may 
result fram such an approach”. We believe that “incompatibility 
with TRIPS” is legally incorrect. 


Moreover, we do not agree with the reference to “unintended 
consequences that may result from such an approach’. We see 
this phrase as unnecessary alarm. The HLP was tasked to come 
up with concrete recommendations in order to remedy the 
policy incoherence, remove barriers and enhance possibilities 
to ensure access to lifesaving technologies for those in need. 
Therefore, we believe that this recommendation should be 
taken seriously by governments. 


Governments should, in the interests of meeting human 
rights and health objectives, implement a system of 
compulsory licensing in national and/or regional legislation 
that is effectively automatic by way of its predictability and 
implementation provided the requirements in Article 31 of the 
TRIPS Agreement are adhered to. In particular, in the case of 
essential medicines, while Article 31 (a) of the TRIPS Agreement 
requires that CLs should be considered on their individual 
merits, a legal mechanism meeting that requirement may 
employ identification as an essential medicine as the 
means through which the individual merits of a licence are 
determined. 


In recognition of the political pressure and extensive litigation 
brought to bear on countries exercising their right to issue 
compulsory licenses, we recommend that medicines on 
national essential medicines lists or on the WHO Model List for 
Essential Medicines should be exempted from IP protection. 
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This would comply with the legal obligation of States to take 
measures aimed at the prevention, treatment and control of 
diseases, ensuring availability, accessibility, acceptability and 
quality of essential medicines as a core obligation of the right 
to health; and it is compliant with the TRIPS Agreement. We 
have repeatedly included in several comments that the UN 
Secretary-General should engage with the leadership of WTO 
to request an authoritative interpretation of Articles 27 and 30 
of the TRIPS Agreement in order to allow members to exclude 
essential medicines from patentability. 


While the right to health imposes an immediate obligation to 
provide access to essential medicines, there is an obligation for 
the progressive realization of access to all health technologies. 
Therefore, along with the immediate and effective use of 
TRIPS flexibilities by all countries, we also recommend that 
relevant UN forums and the WTO examine the issue of how IP 
constraints can be removed from all health technologies while 
protecting the justifiable rights of inventors. 


Shiba Phurailatpam 


“2033 means death to me.” - Babalwa Maigas 


At the outset, to Ruth Dreifuss and Festus Gontebanye Mogae 
the co-chairs of the High-Level Panel, my thanks and admiration 
at their gracious, respectful and determined handling of their 
unenviable task of pulling together competing interests and 
outlooks. To my co-panelists, my great appreciation for their 
insight, discussions and efforts towards reaching agreement 
and their patience, particularly those Panel members from 
whom | had a radically different outlook and assessment of 
proposals. To the Secretariat, a great debt of gratitude for their 
hard work and support throughout this process. 


The final report of the High-Level Panel makes critical 
recommendations on new systems for research and 
development, on transparency and on governance. In terms 
of access, it also makes important recommendations for the 
incorporation and use of TRIPS flexibilities by all governments 
and for provisions in FTAs not to undermine the right to 
health. These recommendations are important and despite my 
reservations and concerns detailed below, | have signed the 
Report in the hope that these are taken forward. 


However, our task is not complete in terms of recommendations 
relating to access to health technologies. The Report should 
have much more clearly addressed and recommended specific 
action on the fundamental question of systemic change, 
on recognising the primacy of human rights over trade and 
intellectual property rules and for the exploration of a new 
intellectual property system that prioritises human rights as 
recommended by the Global Commission on HIV and the 
Law. The recommendations on access in the report on TRIPS 
flexibilities, their use, on TRIPS-plus provisions, etc. should have 
been the starting point of our deliberations at the High-Level 
Panel and not the end point. 


There are critical recommendations on what can and should 
be done on access to medicines and all health technologies 
that are detailed in the joint commentary by Winnie Byanyima, 
Jorge Bermudez and myself. 


We must give governments more policy options to work within 
the existing system. The use of legal tools by governments 
to ensure affordable generic production and supply must 
be the rule rather than the exception. | therefore echo the 
commentary of my co-panelists Winnie Byanyima and Jorge 
Bermudez on the recommendation that countries should 
pursue effectively automatic licensing systems for essential 
medicines which found support with two-thirds of Panel 
members and was confirmed as legally tenably by several 
members of the EAG. My commentary strongly endorses that 
particular recommendation and draws attention to the dire 
situation of those in need of access to medicines at present that 
| regret has not been sufficiently addressed in the Report. 


Over a decade into the full implementation of the TRIPS 
Agreement in all WTO developing country members, we are 
in a situation where a single company can now control the 
world-wide supply, price and availability of a medicine. This 
situation has been exacerbated by the increasing frequency of 
arrangements between patent holding companies and generic 
companies through voluntary licenses so that even countries 
where no patents exist or are even applied for are well within 
the control of patent holding companies. Voluntary licenses 
whether issued through the Medicines Patent Pool or outside 
of it are not only undermining access to medicines in middie 
income countries and but are also creating tensions in the use 
and implementation of TRIPS flexibilities. The glorious chaos 
caused by the announcement of Indian generic companies that 
they could make and supply quality, affordable ARVs across the 
developing world at a dollar a day is a thing of the past as we 
witness the new era of restricted, controlled and conditional 
access to patented medicines. 


Bearing the brunt of this new era are middle-income countries 
that are excluded from voluntary licenses and access 
programmes, are facing continuous litigation and pressure 
in their use of TRIPS flexibilities as in the case of Brazil and 
Argentina and that are part of or negotiating FTAs that feature 
TRIPS-plus provisions. The situation of middle income countries 
should have received far greater attention in our Report. The 
prices of 2nd and 3rd line ARVs in middle-income countries 
are a sobering reality check on our celebrations for getting 17 
million people living with HIV on treatment. “Pharmaceutical 
companies are selling antiretrovirals to non-African middle- 
income countries at prices 74-541% higher than African 
countries with similar gross national incomes.’ (Ford, Hill, et al; 
JIAS, 2014). Even as the GDP of countries is being used to justify 
violations of the right to health by the private sector, countries 
currently benefiting from licenses, access programmes and 
external funding are likely to face a challenging future as they 
graduate low income status. 
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A band of determined patients and activists stand in the way of 
this tightening grip of corporate power over medicines. It is my 
personal regret, that despite my best efforts, the critical legal 
work of people living with HIV, with hepatitis C, with cancer 
and the many, many civil society groups and public interest 
lawyers that work with them is not properly acknowledged or 
supported in this report. The legal work pursued by these groups 
have played a critical role in the shaping, implementation and 
evolution of TRIPS flexibilities as we understand them today; 
whether it was the competition case brought by the Treatment 
Action Campaign in South Africa, the DDI case in Thailand 
that established the standing of public interest groups in 
patent challenges, the patent opposition work in India, Brazil, 
Argentina, China, Thailand, etc., the victory of cancer groups in 
preventing the imposition of patent linkage in India through a 
litigation filed by MNCs and in successfully arguing for the strict 
application of Section 3{d) in the Novartis case or the successful 
Constitutional challenge by people living with HIV in Kenya to 
an anti-counterfeit legislation that threatened the import of 
generic medicines. The list is far longer and support for the legal 
work of public interest groups is critical for the successful use of 
TRIPS flexibilities. 


The context for our work on the High-Level Panel is the 2030 
deadline for the achievement of the Sustainable Development 
Goals. In the lives of individual patients, other dates have 
greater significance. 2033, Babalwa Malgas, a woman fighting 
breast cancer in South Africa, discovered is the date on which 
the patents on trastuzumab expire in South Africa. | recognized 
so well the desperation, resilience and dignity we heard in her 
testimony of her fight to access this treatment. She was far 
more eloquent than | could ever hope to be in highlighting the 
very real impact of the abusive pricing of patented medicines. 
Like her, my life too depends on the medicines that we are 
so hotly debating today not just at the Panel but around the 
world. Several people who put pressure on the work of the 
Panel accused it of ignoring the role of health systems in 


limiting access. In the case of patented medicines - it is my own 
personal experience and that of the multitude of patients in 
need of patented medicines - that the cascade of misery that 
we endure in being pushed from pillar to post, in navigating 
public and private healthcare systems and complicated health 
coverage and ultimately facing death or destitution, starts with 
or is certainly made far worse, by the pricing and restricted 
availability of those patented medicines. 


What the process of the High-Level Panel has shown us is that 
governments will now have to take the lead in addressing access 
to existing medicines and health technologies. In a forum with 
multiple stakeholders - some who benefit from the present 
system and those that are losing from it - there is unlikely to be 
consensus on some of the most critical issues. Why would those 
who benefit from the current form of government regulation of 
intellectual property seek to change it? It is not a coincidence 
that articles based on leaked versions of the report focused 
on seeking to ensure that there was no change to the present 
system. There was clear evidence in the submissions and 
testimonies of the limitations of relying primarily on voluntary 
approaches and of the “punishment” meted out to countries 
who attempt to implement TRIPS flexibilities. It is, therefore, 
a disservice to me and the people who need access now to 
continue with the illusion that most, if not all the problems 
relating to access can be solved within the status quo. 


| thank the UN Secretary-General for giving me the honour 
of being on this Panel and for recognising that the sharpest 
tensions around access to medicines are around commercial 
interests and human rights. We have set out in the joint 
commentary a pathway on access that can and must be taken 
forward and | would call on the UN Secretary-General to ensure 
that this particular aspect of the mandate, of ensuring access 
to health technologies to patients who need them today, along 
with the recommendations in the joint commentary is further 
debated and discussed by governments. 
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United Nations Secretary-General’s High-Level Panel on 
Access to Medicines was comprised of 15 eminent individuals 
with a deep knowledge and understanding of a broad range 
of legal, commercial, trade, public health and human rights 
issues critical to promoting innovation and access to health 
technologies. The High-Level Panel was co-chaired by former 
Presidents Ruth Dreifuss of Switzerland and Festus Mogae of 
Botswana. The work of the High-Level Panel took place in a 
congenial and cooperative atmosphere with a genuine interest 
from Panel Members in understanding each other's point of 
view despite their diverse backgrounds and perspectives. While 
Panel Members had different points of view on occasion, they 
all agreed that the High-Level Panel’s work was both timely and 
important in increasing access to health technologies for all. 


The High-Level Panel was supported by an Expert Advisory 
Group consisting of 25 experts. Representatives were drawn 
from United Nations and multilateral organizations, including 
the World Health Organization (WHO), the World Intellectual 
Property Organization (WIPO), the World Trade Organization 
(WTO), the United Nations Industrial Development Organization 
(UNIDO), the United Nations Conference on Trade and 
Development (UNCTAD), the United Nations Children’s Fund 
(UNICEF), the Office of the United Nations High Commissioner for 
Human Rights (OHCHR), the United Nations Special Rapporteur 
on the Right to Health, the Joint United Nations Programme on 
HIV/AIDS Secretariat (UNAIDS) and United Nations Development 
Programme (UNDP). Additionally, individual experts were drawn 
from academia, the private sector and civil society. The Expert 
Advisory Group was chaired by Justice Michael Kirby, who was 
also a member of the High-Level Panel. 


The High-Level Panel cast its net far and wide, distributing its 
Call for Contributions to over 6,000 experts from government, 
civil society, academia and the private sector. The Call for 
Contributions requested solutions to address the policy 
incoherence between the justifiable rights of inventors, 
international human rights law, trade rules and public health in 
the context of health technologies. 


Briefings were held with United Nations Member States and 
organizations in Geneva and New Yorkand with civil society and 
private sector stakeholders to raise awareness and strengthen 
their engagement in the work of the High-Level Panel. A total 
of 182 contributions were received and are available on the 
website of the High-Level Panel. 


The High-Level Panel builds upon previous work, notably 
by WHO, the Human Rights Council, Special Rapporteurs on 
the Right to Health, the United Nations General Assembly, 
the trilateral cooperation between WHO, WTO and WIPO, 
as well as the work of numerous initiatives taken by public- 
private partnerships and product development partnerships. 
In addition to relying on existing literature, inputs from the 
Expert Advisory Group were provided through background 
papers produced at the request of the High-Level Panel and 
submissions by United Nations entities and international 
organizations, including OHCHR, UNIDO, WHO, WIPO and WTO. 
In March 2016, Hearings and Global Dialogues took place in 
London, United Kingdom, and Johannesburg, South Africa. The 
London Hearing and Dialogue was undertaken in partnership 
with The Lancet and the Centre for Commercial Law Studies, 
Queen Mary University of London. The Johannesburg Hearing 
and Dialogue was co-hosted by the Department of Health, 
Republic of South Africa. During the Hearings, the High-Level 
Panel engaged with contributors, experts and government 
representatives. The Global Dialogues broadened the 
conversation with contributors, government representatives, 
the private sector, academia, civil society and patient groups. 
The Global Dialogues were webcast and are available on 
the website of the High-Level Panel. A total of 1,355 people 
participated in Global Dialogues either in person or via webcast. 


Following the Hearings and Global Dialogues, in order to 
develop its finding, recommendations and report, the High- 
Level Panel held three face to face meetings and two meetings 
via teleconference. Extensive email exchanges also took place, 
sharing reactions, comments and proposed amendments 
among members of the High-Level Panel, in order to reach the 
maximum level of consensus in finalizing the report. 


This report of the High-Level Panel draws extensively upon the 
contributions, Hearings and Global Dialogues that were used to 
inform meetings of the High-Level Panel and its Expert Advisory 
Group. The contributions were invaluable to provide the 
evidence that informs the contents and recommendations of 
this report. The High-Level Panel would like to express profound 
gratitude to all those who contributed to this process. 
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The United Nations Secretary-General’s High-Level Panel on Innovation and Access to Health Technologies (High-Level Panel 
on Access to Medicines for short, also High-Level Panel) was comprised of 15 eminent individuals with a deep knowledge and 
understanding of a broad range of human rights, legal, commercial, trade and public health issues critical to promoting innovation 
and access to health technologies. 
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At a few meetings when members of the High-Level Panel were unable to participate in person, they were represented by 
nominated members of the Expert Advisory Group. In this way, Winnie Byanyima was on occasion represented by Mogha Kamal- 
Yanni, Yusuf Hamied was represented by Denis Broun and Andrew Witty was represented by David Rosenberg. 
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Recognizing the interdependence of health and development 
and in line with the recently adopted 2030 Agenda for 
Development and the Sustainable Development Goals, the 
United Nations Secretary-General has convened a High-Level 
Panel on Access to Medicines. The High-Level Panel and its 
Expert Advisory Group has the following Terms of Reference: 


1. Millions of people remain left behind when it comes to 
accessing medicines and health technologies that can 
ensure their health and well-being. Failure to reduce 
the costs of patented medicines is resulting in millions 
of people being denied access to lifesaving treatments 
for communicable diseases like HIV, TB, Malaria and viral 
hepatitis, noncommunicable diseases (NCDs), NTDs 
and rare diseases. This failure is affecting governments 
and individuals in all low-, middle- and high- income 
countries, where budgets are being stretched to capacity 
by treatment costs. 


2. In 2012, the Global Commission on HIV and the Law, an 
independent body of eminent persons tasked by the 
Programme Coordinating Board of the Joint United Nations 
Programme on HIV/AIDS (UNAIDS) with interrogating the 
relationship between legal responses, human rights and 
HIV, concluded that a growing body of international trade 
law is hindering the right to health of millions and that 
new solutions are needed to incentivize innovation and 
increase access to treatment. 


3. Consistent with the findings and recommendations of the 
Global Commission on HIV and the Law, and in line with 
the aspirations articulated in his synthesis report on the 
post-2015 development agenda and the recently adopted 
Sustainable Development Goals, the United Nations 
Secretary-General Ban Ki-moon convening a High-Level 
Panel on innovation and access to health technologies. 
The overall scope of the High-Level Panel is to review and 
assess proposals and recommend solutions to remedying 
the policy incoherence between the justifiable rights of 
inventors, international human rights law, trade rules and 
public health in the context of health technologies that is 
impeding access and the right to health for millions. 


4. The High-Level Panel comprises of 15 eminent and 
respected individuals with expert knowledge and 
understanding of the broad range of trade, public health, 
human rights and legal issues associated with innovation 
of and access to health technologies. Panel members 
include innovators, leaders of the pharmaceutical industry, 
public health, human rights and international law experts, 
civil society and government officials. 


5. The work of the High-Level Panel builds upon previous 
and existing initiatives, notably by the World Health 
Organization (WHO); these include resolutions of the 


World Health Assembly, work of the Human Rights Council 
and various Special Rapporteurs on the Right to Health 
and the United Nations General Assembly that have 
aimed to achieve a better balance of issues of intellectual 
property, human rights and increased access to health 
technologies. 


The High-Level Panel will solicit and assess proposals, 
based on objective criteria, for solutions which remedy 
the policy incoherence between international trade 
rules and international human rights law. The Panel will 
conclude its work with a report including evidence- 
based and implementable recommendations that aim 
to achieve a better balance of human rights, public 
health, international trade and sustainable development 
objectives of United Nations Member States in the 
context of expanding access to health technologies. More 
specifically, the High-Level Panel will: 


6.1. TheHigh-Level Panel will review and assess proposals 
for their potential to improve health technologies 
innovation and access and make recommendations 
that: 
a)remedy the policy incoherence between 
international human rights law and trade rules in 
the context of access to health technologies; and 

b) achieve a better balance of the justifiable rights 
of inventors, the right to health and sustainable 
development. 


6.2 Hold public hearings that facilitate multi-stakeholder 
dialogues involving technical experts, patient 
groups, civil society, governments and industry — to 
broaden the consultation on the proposals. 


6.3 Rely on existing materials in the public domain and 
request additional research on issues relevant to its 
enquiry. 


6.4 Make evidence-based andactionable recommendations 
to the Secretary-General and other relevant stakeholders 
on remedying the policy incoherence between 
international human rights law and trade rules in the 
context of access to health technologies. 

65 Serve as a platform for mobilizing stakeholders on 
the issues examined by the High-Level Panel and 
contribute to discussions in other relevant forums, 
including the High-Level Meeting on HIV/AIDS in 
2016. 


The work of the Panel is supported by an Expert Advisory 
Group assembled to provide technical support to the 
High-Level Panel. The High-Level Panel and its Expert 
Advisory Group is supported by a Secretariat based at the 
United Nations Development Programme in New York. The 
Secretariat will also work with the Secretariat of UNAIDS. 
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The Expert Advisory Group comprises of experts drawn 
from the public and private sector, academia, professional 
and civil society organizations, including people living 
with HIV, serving in their private capacity. It includes 
senior technical staff from relevant United Nations and 
international organizations, including WHO, the World 
Intellectual Property Organization (WIPO), the World 
Trade Organization (WTO), the United Nations Industrial 
Development Organization (UNIDO), the United Nations 
Conference on Trade and Development (UNCTAD), the 
United Nations Children’s Fund (UNICEF), the Office of 
the United Nations High Commissioner for Human Rights 
(OHCHR), the United Nations Special Rapporteur on the 
Right to Health, the UNAIDS Secretariat and UNDP. More 
specifically, the Expert Advisory Panel will: 

«Review and provide inputs into the draft technical 


documents prepared for consideration by the High-Level 
Panel, including the final report. 


+ Provide inputs in assessing proposals received for review 
by the High-Level Panel. 

+ Participate in, provide technical support and interact with 
the High-Level Panel during the multi-stakeholder public 
hearings to review and discuss the shortlisted proposals. 


+ Provide other inputs as requested by the High-Level Panel. 


The Panel will provide periodic progress reports and 
submit its final report to the Secretary-General by June 
2016. The Secretary-General will make the report available 
to the General Assembly and undertake further action as 
appropriate. 


Chairperson 
Michael Kirby 
_ Institutional Representatives 


_ Organisation Representative 


_OHCHR Lynn Gentile 

- UNCTAD Christoph Spennemann 

| UNICEF Francisco Blanco 

' UNIDO Alastair West 

WHO Oo Nata Menabde 

, WIPO Thomas Bombelles 

i Be eat areca ae eee sSsiGi vans NAR 


_ United Nations Special Rapporteur on the it te 
"Right to Health Dainius Puras 


_ Individual Representatives 


‘Frederick M. Abbott 


- Denis Broun 


Manica Balasegaram 


Carlos Correa 


| Maria Lorena Di Giano Richard Elliott 

“DominiqueForay “RenukaGadde 
prone Mice cueng na partaangatg aureus paaaascouetmene gaara eaes cae — 

~ Mohga Kamal-Yanni Suresh Kumar 

» Suerie Moon David Rosenberg 
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: Paul Stoffels 


- www.unsgaccessmeds.org 
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Pre-Decisional and Deliberative — Internal Use Only 


AGENDA 


HHS DEPARTMENTAL VIEWS ON THE UN HIGH-LEVEL PANEL (HLP) REPORT 


Purpose: To discuss and develop HHS OpDiv and StaffDiv initial responses to the UN High Panel on 
Access to Medicines recommendations and initiate discussions toward development of Departmental 


recommendations to promote access to safe, effective, and affordable medicines worldwide. 


Background: The UN High Panel on Access to Medicines convened with a narrow mandate centered on 
one aspect of the global access to medicines challenge: intellectual property. The U.S.G. voiced 
opposition to the High Panel’s narrow mandate and issued a statement expressing disappointment over 
the “fundamentally flawed Report” that does not represent the full complexity of barriers and potential 


solutions to medicines access, and the impact on innovation systems. 
Agenda: 


I. Introductions and background on High Level Panel (5 minutes) 
II. Overview of! 
e 2.6.1 


(65 minutes) 


I. Recommendations: 


e 3.4 New Incentives recommendations 


Meh ia nee a toca naan meicnctes peioS eae ei mccain octane petbcanesant eats mnmitenueaaea tain msesninioaiecafmberclaniemecemberniimaeee: 


a. Governments should require manufacturers and distributors of health technologies 
to disclose: 
i. Costs of R&D, marketing, distribution; 
ii. Any public funding received, including tax credits, subsidies and grants; 
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Pre-Decisional and Deliberative — Internal Use Onl 


e 4.3.5 Clinical trials 


IV. Beyond IP issues (10 minutes): 


From the HLP Report: "The introduction of the 1980 Bayh-Dole Act in the United States 
significantly changed academic research by allowing universities and public research 
institutions to patent the results of federally-funded research and license private enterprises 
to develop them. However limiting access to academic discoveries can obstruct follow-on 
innovation and force taxpayers to pay twice for the benefits of publicly-funded research. 
Strong, enforceable policies on data sharing and data access should be a condition of public 
grants." 
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From: Ferriter, Karin [Karin.Ferriter@USPTO.GOV] 


Sent: 5/4/2017 11:21:29 AM 
To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM] 
cc: Ferguson, Steve (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=FERGUSOS]; Lamm, Marina 


[Marina.Lamm@USPTO.GOV]; Mitchell, Stevan [Stevan.Mitchell@trade.gov]; Lashley-Johnson, Deborah E. 
EOP/USTR [Deborah_E_Lashley-Johnson@ustr.eop.gov]; Perlmutter, Shira [Shira.Perlmutter@USPTO.GOV]; 
Colarulli, Dana [Dana.Colarulli@USPTO.GOV]; Mamacos, Peter (HHS/OGA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Peter.Mamacos.OS]; Conor B. EOP/USTR Harrington 
[Conor_B_Harrington@ustr.eop.gov] 

Subject: RE: [lp-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KE! responds 


Adding Peter and Conor as well. 


Sent with Good (www.good.com) 


From: Ferriter, Karin 

Sent: Thursday, May 4, 2017 7:14:14 AM 

To: Rohrbaugh, Mark (NIH/OD) [E] 

Cc: Ferguson, Steve (NIH/OD) [E]; Lamm, Marina; Mitchell, Stevan; Lashley-Johnson, Deborah E. EOP/USTR; Perlmutter, 
Shira; Colarulli, Dana 

Subject: RE: [lp-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KEI responds 


Adding Debbie, Dana and Shira. I am still internalizing this email, as! eg 
porn Rte to nana renner : 
“and would also sem to bl BB Sete ee eee eS on ee 
a 
te a ee ; 
| b5 | 

On another matte, any thoughts you have on af BE ot be 
appreciated. 


Sent with Good (www.good.com) 


From: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD.NIH.GOV> 

Sent: Wednesday, May 3, 2017 10:04:15 PM 

To: Ferriter, Karin 

Cc: Ferguson, Steve (NIH/OD) [E]; Lamm, Marina; Mitchell, Stevan 

Subject: Re: [lp-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KEI responds 


- : b5 | 


Sent from my iPhone 
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On May 3, 2017, at 9:03 PM, Ferriter, Karin <Karin.Ferritere@USPTO.GOV> wrote: 


Very interesting. Thank you. 


Sent with Good (www.good.com) 


From: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD.NIH.GOV> 

Sent: Wednesday, May 3, 2017 2:33:53 PM 

To: Ferguson, Steve (NIH/OD) [E]; Ferriter, Karin 

Cc: Lamm, Marina; Mitchell, Stevan 

Subject: RE: [lp-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and 
KEI responds 


Karin: 


I will share some of my insights--- for internal government use only if attributed--based on decades, like Steve, of 


working in technology transfer. In agreement with Steve, | b5 


_We prefer to 


 drarararaTAraTeTATATATATATATATATATATATATATATATATATATATATATATAPAPATATATATATAPATAT ATT ATA AAT ATLA LATTA ATTA ATTA LTT ATA STT LATEST LPT AT LATALPA APA AT LTTE teensy 


bs 


From: Ferguson, Steve (NIH/OD) [E] 
Sent: Wednesday, May 03, 2017 1:41 PM 
To: Ferriter, Karin <Karin. Pemiter@USFTO. GOV> 
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Subject: RE: [Ip-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KEI 
responds 


Karin - 
Thanks for the note. This topic has certainly been in the news of late! 


In terms of licensing, the NIH/FDA/CDC program was decentralized about a year & a half ago into ten different 
independent licensing programs, each of which potentially can have a different take on this matter depending on the 
goals of their specific program. In terms of a point-of-contact for any discussions, I would suggest speaking with 
Mark Rohrbaugh, the former OTT Director who is now handling policy matters for the NIH intramural research 
program. I think you probably know Mark from earlier USPTO matters but I have copied him on this message just 
in case. 


Regards, 
Steve 


Steven M. Ferguson, CLP 

Special Advisor 

NIH Office of Technology Transfer 
6011 Executive Boulevard, Suite 325 
Rockville, MD 20852 

Phone: (301) 435-5561 

Fax: (301) 402-0220 

Email: sf8h@nih.gov 


From: Ferriter, Karin [mailto:Karin.Ferriter@USPTO.GOV] 
Sent: Tuesday, May 02, 2017 4:32 PM! 
To: Ferguson, Steve (NIH/OD) [E] <FERGUSOS@od6100m1.od.nih.gov> 


Subject: FW: [Ip-health] Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KEI 
responds 


Dear Steve, 


I hope that all is well with you. 


From: Ip-health [mailto:ip-health-bounces@lists.keionline.org] On Behalf Of Zack Struver 
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Sent: Wednesday, March 22, 2017 12:07 PM 


Dr. Elias Zerhouni defends Sanofi/Army proposed license on Zika patents, and KEI responds 

Submitted by James Love on 22. March 2017 - 9:42 

On March 21, 2017, the New York Times published a letter signed by Dr. 

Elias Zerhouni, defending the proposed Sanofi monopoly on the US Army patents to the Zika virus. The letter is 


available from the NYT from the following link, and also reprinted here, followed by commentary. 


https://www.nytimes.com/2017/03/2 1/opinion/developing-a-zika-vaccine.html 


<QUOTE> 
To the Editor: 


Re “Trump Should Avoid a Bad Zika Deal” (Op-Ed, March 11): 


Bernie Sanders, in our view, doesn’t seem to recognize the importance of government-industry partnerships in 
protecting the public from potentially devastating infectious diseases. Vaccine development entails tremendous costs 
and risks, especially for an emerging and poorly understood epidemic like Zika. 


To tackle the problem, the United States government is working with a number of different manufacturers who are 
competing to develop a potential Zika vaccine. 


As part of this process, the Walter Reed Army Institute of Research has publicly offered its own vaccine candidate 
for licensing. Under the license agreement — and assuming the vaccine succeeds — my company, Sanofi, would 
make significant milestone and royalty payments to Walter Reed, allowing the United States government to recoup 
its investment. 


Our work on the Zika vaccine will be led by Sanofi scientists based in the United States, where we employ some 
15,000 people. 


Sanofi has decades of experience in vaccine development and manufacturing. 
We have partnered with governments and N.G.O.s around the world, ensuring access to lifesaving vaccines at 
reasonable prices, and we are proud of our continued efforts to do so. 


ELIAS ZERHOUNT, PARIS 


The writer, president of global research and development for Sanofi, a drug company, is a former director of the 
National Institutes of Health. 
</QUOTE> 


As the letter indicates, Dr. Zerhouni is the former head of the U.S. 
National Institutes of Health (NIH), and he is now working for Sanofi, a Paris-based pharmaceutical company with a 
current market value of $115 billion. There are several things one can say about the Zerhouni letter. 


First, Zerhouni asserts that Sanofi would make "significant milestone and royalty payments to Walter Reed, 
allowing the United States government to recoup its investment." Of course, the Army has refused to say what the 
royalty and milestone obligations would be, and perhaps Sanofi can put that in the record, since the Army won't. 
But, we can look at the NIH to see how this might play out. In 2015, the NIH budget was $30.4 billion. The 
combined revenue from all licensing activities was $147 million, or less than 0.5-percent of the NIH budget. The 
milestone portion of the $147 million was tiny [1], by the way. If the Army wanted to get back the risk-adjusted 
costs of its investments, it is doubtful that would happen. 

Most NIH and Army licenses are royalty bearing, in the single digits. 

Typical licensing terms would probably be royalties in the 3 to 7 percent range, but who knows about this case, 
since it's a state secret, so far, being negotiated with a former U.S. government employee, now representing a 
foreign drug company. 
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Also relevant is the fact that the government can and does get royalties and milestone payments from non-exclusive 
licenses as well. No one objects to Sanofi getting a non-exclusive license for the Zika patents. Zerhouni and Sanofi 
want an exclusive, a monopoly. Note that in 2015, the NIH issued 

275 licenses, and only 13 were exclusive [2], so it's certainly not only possible to use non-exclusive licenses, but it 
happens an average of 5 times every week at the NIH, as compared to once every 4 weeks for an exclusive license. 


One of the reasons for using a non-exclusive license, and indeed a reason directly addressed by 35 U.S.C. § 209(a), 
is that Sanofi does not need an exclusive license to induce investment in the vaccine. In this case, the U.S. 
government is paying Sanofi directly for the development of the vaccine, and the U.S. government is itself 
conducting the clinical trials for the vaccine. Zerhouni does not mention that Sanofi is paid for its work on Zika, so 
they aren't spending their money, they are spending our money to develop the vaccine. 


Zerhouni mentions that Sanofi has 15,000 U.S. employees. He does not mention that Sanofi has 95,000 employees 
working outside the United States, or that most of the U.S. employees are involved in selling the drugs, not 
conducting R&D. 


Zerhouni claims that Sanofi has "partnered with governments and N.G.O.s around the world, ensuring access to 
lifesaving vaccines at reasonable prices." I'm sure they can come up with a few examples, but that ignores plenty of 
examples, indeed the more common examples, where Sanofi has been aggressive on pricing, and discriminated 
against U.S. citizens on pricing and access. 


In 2012, Sanofi put the colon cancer drug Zaltrap on the US market at a price of $11,000 per month. Doctors at 
Sloan Kettering refused to give the drug to patients [3] because it was too expensive, forcing Sanofi [4] to cut the 
price. In 2014, NICE rejected Zaltrap as being too expensive [5]. 


In 2014, Sanofi put Cerdelgat, a new drug for Gaucher disease, on the market at a price of $310,250 per year. The 
key patent for this drug was 6,916,802, and was licensed from the University of Michigan. According to the patent: 


The present invention was supported by grant nos. RO] DK41487, RO1 DK69255 and RO139255 from the National 
Institutes of Health, contract R43 CA 58159 from the National Cancer Institute, grant GM 35712 from the National 
Institute of General Medical Sciences, and by the University of Michigan Comprehensive Cancer Center grant 2P30 
CA 46592 from the National Cancer Institute, U.S. Public Health Service, DHHS. Grant number for Merit Award 
from Veteran's Administration. 


Note that Cerdelgat would have competed against Ceredase, another very expensive government funded drug for 
Gaucher disease, except that Sanofi sells both products. 


When Sanofi faced a critical manufacturing problem for Fabrazyme, a drug that can cost one million dollars in four 
years, the company rationed Americans, but not Europeans, in order to protect its market share in Europe, where 
Sanofi faced competition from Shire. And, Sanofi also benefited from a very suspicious patent licensing agreement 
with Shire that was immediately preceded by an agreement with Shire to withdraw an application to sell its 
competing product in the Untied States, protecting the Sanofi monopoly in the United States. Fabrazyme was also a 
government funded invention. See: FTC Urged to Probe Shire, Sanofi & Icahn Med School Over A ‘Conspiracy’ 
[6], WSJ, Jul 15, 2014, and "KEI asks FTC to investigate Shire decision to abandon efforts to compete in US market 
for Fabry’s disease treatments [7]," July 15, 2014. 


Praluent, Sanofi's cholesterol drug, sells for an average retail price of around $1,262.08 per two pens of 75 mg each 
in the United States [8], around half that price in Denmark [9] ($695.45), and one-third of that price in Sweden [10] 
($430.03). 


More on the NIH licensing metrics here: https://www.ott nih. gov/tt-metrics 


[11]. 


Dr. Zerhouni spoke with Bloomberg on drug pricing [12] in January, 2017. 


[1] https:/Avww.ott.nih. gov/tt-metrics/royalty-income-type 

[2] https:/Avww.ott.nih. gov/sites/default/files/documents/pdfs/AR2015 pdf 

[3] 

http://www.nytimes.com/2012/10/15/opinion/a-hospital-says-no-to-an-11000-a-month-cancer-drug.html 

[4] 

http://www.nytimes.coni/201 2/1 1/09/business/sanofi-halves-price-of-drug-after-sloan-kettering-balks-at-paying- 
it.html 
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ae 


Zack Struver, Communications and Research Associate Knowledge Ecology International 
zack. struver@keionline.org 

Twitter: @zstruver <https://twitter.com/zstruver> 

Office: +1 (202) 332-2670 Cell: +1 (914) 582-1428 keionline.org 


Ip-health mailing list 
Ip-health@lists.keionline.org 
http://lists.keionline.org/mailman/listinfo/ip-bealth_lists.keionline.or. 
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From: Bleimund, Emily (OS/OGA) [Emily.Bleimund@hhs.gov] 

Sent: 8/21/2017 3:56:10 PM 

To: Adeniyi-Jones, Samuel (HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4c9de2280e2843658adf6092dcdc4ac9-samuel.aden]; Alexander, Thomas 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0be39929847e7984cb49da66aaf2c-Thomas.Alex]; Baker, Nicole 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9112f1fa9d5d4629a507d29ccd3114ed-Nicole.Bake]; Baresch, Virginia 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a9ca9df9d7b54a15b79ee3a9db6d0d10-Virginia.Ba]; Bleimund, Emily 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=343f92b5 144f4c59a3cfc177522a7a79-Emily.Bleim]; Burris, Hannah 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0e2cb060548c4bfca95b218682750fcb-Hannah.Burr]; Carson, Tracy 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fb16c88476f94afb9fe123a318b4a0da-Tracy.Carso]; Chadwick, Christopher 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d60353b51e64890a8e302fdfa82fe4b-Christopher]; Chai, Snuen (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b3649446db2540738d3a22c89833bf44-Shuen.Chai.]; Clarke, Elana 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b9362e22c9e4f3cb91d72ae0flaaf26-Elana.Clark]; Colin Mciff 
[MclffCL@state.gov]; Copeland, Evelyn (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=96b93d50c74243458e85071695195e72-Evelyn.Cope]; Danelski, Ann 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c210dc8082034d08956601d5e247ac3c-Ann.Danelsk]; Daravi, Kamran 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=72da07a4e3a64a908f0e488188e620dc-Kamran.Dara]; Diaz, Xochitl 
(HHS/OS/OGA) [Xochitl.Diaz@hhs.gov]; Dubois, Amy (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=3fab30a29f5 14a23996c6b0c9799672f-Amy.Dubois.]; Eckles, Jacob 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=115bb0e8d5774e57a253ae7a14577807-Jacob.Eckle]; Eckstein, Erin 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=de4388afdec440ccbd2f384a9d5c2cd7-Erin.Eckste]; Elvander, Erika (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c748c878ef94a6cad4f5256961040ad-Erika.Elvan]; Fernandez, Jose 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4118b40313bc48e1a3175567c344579e-Jose.Fernan]; Filpi, Lynn 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=28e6c2c6680f42038 1eb5b283bb51bfa-Lynn.Filpi.]; Garner, Cevina 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=211a6ce2c723498a84d8923295021261-Cevina.Garn]; Gibson, Roxanne 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d26e8f5ea3ff4d69a4dee1 f90caf9bd6-roxanne.gib]; Greene, Nicky 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1b53abcdffd9432b9aab1367293ecb71-nicky.green]; Grigsby, Garrett 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9e04235ba94f4b898d886bef0a64a40f-Garrett.Gri]; Hoffman, Linda M 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aa7e328c11b34c4eabd0fbbb5dd75358-linda.hoffm]; Huber-Wilker, Kenyon 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=041ba86370f242f48edb809ea5ai16ed9-Kenyon.Hube]; Johns, Matthew 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7bbf32c3beb14e228aee58417fb0a310-Matthew Joh]; Kerr, Lawrence 
(HHS/OS/OGA) [Lawrence.Kerr@hhs.gov]; Koch, Alexandra (OS/OGA) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad86d6f4aafl4dc28c61b58ee67f027d-Alexandra.K]; 
Koo, Han (OS/OGA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e7cd2d0573d419e9d22a1349eb0bdeb-Han.Koo.OS]; Koob, Chase (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e35fc4e120294ea595cd2333cbf9cbOd-Chase.Koob.]; Kopolow, Aimee 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac56118c7cf34f15bc494d1036580c36-Aimee.Kopol]; Lamourelle, Gabrielle 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=217 e0bf8b30b4548 b8e2df338e59f156-Gabrie.Lamo]; Levine, Maya 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f596eb1d0da84407a6ef024251154f07-maya.levine]; Lim, Matt (STATE.GOV) 
{limm|@state.gov]; Lim, Matthew (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=23248b9f90d4486f8eb7a137eb4117ad-Matthew.Lim]; Livinski, Alicia 
(NIH/OD/ORS) {E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6780fb995d76440a9ba13e142e1524df-livinska]; Locus, Tiffany (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a06b052762dc4c5 1ab0f749d8aa73d15-Tiffany.Loc]; Mamacos, Peter 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4a27f9ff0ba348e3b9d090e6198d8 1ff-Peter.Mamac]; Mcconnell, Michelle 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b9bf5a1d28c4127a553f990e31d0eba-Michelle.Mc]; Newland, Matthew 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce12c51d1f6e4439848973f71db8e644-Matthew.New]; O'Donnell, Allison 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f93ca9db44634d5c9e4a839cda4808e3-Allison.ODo]; Olsen, Laura 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=642bbfb4d1c74e6e9b4521f64540dcab-Laura.Olsen]; Osuagwu, Ozioma 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7278a8849da744779b1a68bbdb2cab93-Ozioma.Osua]; Park, Jin (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=3fa949a07 7d246cdaa4afe785053ecd3-Jin.Park.os]; Parrish-Fuentes, 
Adrienne (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3fdd210e210d4bb39eacfd2bd97b4b46-Adrienne.Pa]; Peacock, Jessica 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=270b83433657431e9abba7b4e33204d7-Jessica.Pea]; Rabadan-Diehl, Cristina 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40625b2b844a48dda01b69cffedad2e1-Cristina.Ra]; Rabinovich, Rashel 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4af30c450c114b549f77ca71d46fd484-Rashel.Rabi]; Ramos, Monica 
(HHS/OS/OGA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4edc1d36add14a62916abf2615bed9bc-Monica.Ramo]; Reyes, Monica 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=853693885bae4ab1a7a2d3fc263c8725-Monica.Reye]; Roach, Jessica 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=11e17c5880394a55860629cb78f5 7083-Jessica.Roa]; Schaeffer, Alison 
(HHS/OS/OGA) (CTR) [Alison.Schaeffer@hhs.gov]; Schmeissner, Peter (HHS/OGA) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=e3b014425a7b4630a9195 705cc31e54e-Peter.Schme]; 
Shaffer, Douglas (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b0aa03b1a04949cba153d2b879b49a29-Douglas.Sha]; Smith, Steven 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=98d6531f6c8842b2b6061183b1b5f7a2-Steven.Smit]; Snyder, Anne 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9ebb46d509b9437dac550d81d1idbcSee-Anne.Berlow]; Sorenson, Noila 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d631e14a8b994d12b6c1c627e185ea23-Noila.Soren]; Stewart, Jessica L. 
(HHS/OS/OGA) [Jessica Stewart@hhs.gov]; Stith, April (HHS/OS/OGA) [April.Stith@hhs.gov]; Sullivan, Lisa 
(HHS/OS/OGA) [Lisa.Sullivan@hhs.gov]; Swammy, JR (HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=13dcb84a22174f848a0752e22a37017a-JR.Swammy.O]; Thomas, 
Jasmine (OS/OGA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e257f2e64a484e98a244f44110fb1eb6-Jasmine.Tho]; Torres, Abraham 
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(HHS/OS/OGA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5abb1fa3661946b99117164ae7b92bac-Abraham.Tor]; Torres, Carmen-Rosa 
(HHS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4db20845 76fc413b908e696d8dc5a277-CarmenRosa.]; Velasco, Jose 
{(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=902 1bd1b2c3f470ca89526ac18d1e464-jose.velasc]; Wagner, Lisa (OS/OGA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5db66cd2bb2e45149839226173b0326d-Lisa.Wagner]; Watts, Diane 
(OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b9142413055a46a9b240ba4055ec8504-Diane.Watts]; Watts, Diane 
(STATE.GOV) [wattsdh@state.gov]; Weinberger, Collin (OS/OGA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=36a1 fa70b9f94ec49f3757da88df1364-Collin.Wein]; 
Willis, Heber (HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6e571ae4113d475d9a82ec3c0765ed5c-Heber. Willi]; Wolfe, Mitchell 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f8a2db1cb8e84e17a90468e20f174fc4-Mitchell.Wo]; Wood, Rachel 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=de0301e4b65f4fd28f00a5a97bec424b-Rachel.Wood]; Yu, Anne 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce545e15b7ec41c982efe1444b02eea4-Anne.Yu.OS]; Zebley, Kyle 
(HHS/OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2aaca4c5b8d047dc9de7982fcf961c38-Kyle.Zebley]; Apdoo, Mark (FDA/OC) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7eafb9b302054654ac154a0a334cc0a5-Mark.Abdoo.]; Rohrbaugh, Mark 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum]; Eiss, Robert (NIH/FIC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=707887ee7ba548e1a0ae55f683ce2017-eissr]; Sheingold, Steven (HHS/ASPE) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9fSedcfab74442d4a2d1cb1d21d522b0-steven.shei]; Baker, Colin (HHS/ASPE) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=608 1fb86009c478989d145e2edfed0b5-Colin.Baker]; Delew, Nancy 
(HHS/ASPE) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7 1e0cc5e8e274640ad94ede09d095022-Nancy.Delew]; Jessup, Amber 
(HHS/ASPE) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d2ac0062221140cdad9c84b850f1e83c-amber.jessu] 

Subject: OGA Access to Medicines Stakeholder Meetings - Notes 

Attachments: OGA August 2017 A2M stakeholder meetings notes.docx 


Good morning, 

Attached for your interest are notes from our recent OGA meetings with stakeholders in the global access to medicines 
arena. Please keep these notes HHS INTERNAL. 

Thank you, 

Emily Bleimund 

Emily Blelmund, JD, MA 

Director, Trade and Health 

CHfice of Global Affairs 


U.S. Department of Health and Human Services 
202-691-2188 
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Notes from Access to Medicines Stakeholder Meetings with 
HHS Office of Global Affairs 


8/10/17 NGO/Academia meeting: 


USG Participants: 


OS: Sarah-Lloyd Stevenson 


OGA: Garrett Grigsby, Mitch Wolfe, Kyle Zebley, Kamran Daravi, Emily Bleimund, 
Anne Snyder, Gabrielle Lamourelle, Ann Danelski 


FDA: Mark Abdoo 


Stakeholder Participants: 


Damiano de 
Felice 


Deputy Director for Strategy 


Access to Medicine Foundation 


Paul Holmes 


Director, Federal Relations - Global 
Health 


American Cancer Society Cancer Action 
Network 


Don Thompson 


Global Health Outreach 


Christian Medical and Dental Association 


Rachel McMahon | Public Policy Officer Elizabeth Glaser Pediatric AIDS 
Foundation 

Frederick Abbott | Professor of Law Florida State University College of Law 
Jamie Nishi Director Global Health Technologies Coalition 
James Love Director Knowledge Ecology International 
Anna Kaltenboek | Program Director and Senior Health Memorial Sloan Kettering 

Economist 
Brook Baker Professor of Law Northeastern University School of Law 
Matthew Policy and Advocacy Officer PATH 
Robinson 
Claire Wingfield | Senior Product Development Policy PATH 

Officer 
Peter Maybarduk | Director, Access to Medicines and Public Citizen 

Knowledge Ecology 
Manon Ress Acting Director Union for Affordable Cancer Treatment 


(UACT) 


Lori Sloate 


Senior Director, Global Health 


United Nations Foundation 


Katherine Bond 


Vice President, International Regulatory 
Affairs 


United States Pharmacopeia Convention 
(USP) 
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8/11/17 Private Sector Meeting 


USG Participants: 


OS: Sarah-Lloyd Stevenson 
OGA: Garrett Grigsby, Kamran Daravi, Emily Bleimund, Anne Snyder, Rachel Wood 


Stakeholder Participants: 


Jon Santamauro Sr. Director, International Government Affairs | Abbvie 

Ryan Hill Sr. Manager, International Government Affairs | Amgen 

Matt O’ Mara Vice President, International Affairs BIO 

Hilary Stiss International Affairs Manager BIO 

Jenifer Healy Counsel Dentons 

Jeannie Salo Sr. Director, Global Public Policy Eli Lilly 

David Pulliam Senior Manager, Government Affairs Gilead 

Jamie Nishi Director Global Health 
Technologies Coalition 

David Gaugh VP, Regulatory Sciences GPHA 


Jami Taylor 


Senior Director, Global Public Health Systems 
Policy & Partnerships 


Johnson & Johnson 


Justin Koester Principal Specialist, International Relations Medtronic 
Dolores Cullen Vice President MFYJ International 
Silas Holland Director, Global Public Policy Merck 
Marcie McClintic- Head of Global Regulatory Affairs Mylan 
Coates 

Jennifer Young Director, International Policy Pfizer 

Will Center Director, International Finance Organizations Philips 
Kevin Haninger Deputy VP, International Health Policy PhRMA 
Sergio Aguirre Associate VP for International Advocac PhRMA 
Chris Moore Deputy VP for International Advocac PhRMA 
Jeffrey Sturchio President/CEO Rabin Martin 
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From: Silverthorn, Courtney (Fed) [courtney.silverthorn@nist.gov] 


Sent: 12/23/2016 3:49:19 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM]; Hammersia, Ann (NIH/OD) [E] 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=hammerslaa] 

Subject: RE: Bayh-Dole NPRM Comments 


Attachments: BD final rule public comments cfs draft 12-23-13.docx 


Hi Mark and Ann, 


Mark — | have included the revision in 404.7 about! 
Henry’s suggested edit. 


Ann —| checked with Henry but he asked me to leave the language in 401.14(c)(2) as it is. The way you had revised it 


appeared to suggest; b5 i 
Pete DATE ee Ne Nee RE Ce SE ER AE IE De OEIC IO SE Haohave 


“your note about the PRA but | need to check with the attorney that wrote those sections as to whether we need to 
modify the language now. 


As soon as | hear back from you about the KEI response | will send to Henry for full review. 


Thanks, 
Courtney 


Courtney Silverthorn, Ph.D. 

Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 
courtney silverthorn @nist.gov 

oO: 301- 975-4189 
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Billing Code: 3510-13 


DEPARTMENT OF COMMERCE 


National Institutes of Standards and Technology 


37 CFR Parts 401 and 404 


[Docket No.: 160311229-6229-01] 


RIN 0693-AB63 


Rights to Federally Funded Inventions and Licensing of Government Owned Inventions 


AGENCY: National Institute of Standards and Technology (NIST), United States Department of 


Commerce. 


ACTION: Final Rule. 


SUMMARY: This final rule makes technical corrections, updates certain sections to conform with 
changes in the patent laws, clarifies the role of provisional patent application filing, creates a new 
Determination of Exceptional Circumstances, increases the role of Funding Agencies in the Bayh-Dole 
process, addresses subject inventions as to which a Federal laboratory employee is a co-inventor, and 


streamlines the licensing application process for some Federal laboratory collaborators. 


REL0000023865.0001 


EFFECTIVE DATE: This rule is effective [INSERT DATE 30 DAYS AFTER DATE OF 
PUBLICATION IN THE FEDERAL REGISTER]. The rule shall apply to all new funding agreements 
as defined in 37 CFR § 401.2(a), new task orders under existing funding agreements, and new 


extensions or modifications of existing agreements, that are executed after the effective date of the rule. 


FOR FURTHER INFORMATION CONTACT: Courtney Silverthorn, via e-mail: 


courtney.silverthorn@nist.gov or by telephone at 301-975-4189. 


SUPPLEMENTARY INFORMATION: 
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Response to Comments 
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PART 401 - RIGHTS TO INVENTIONS MADE BY NONPROFIT ORGANIZATIONS AND 
SMALL BUSINESS FIRMS UNDER GOVERNMENT GRANTS, CONTRACTS, AND 


COOPERATIVE AGREEMENTS 
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Kent Rochford 
Associate Director for Laboratory Programs 
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From: Silverthorn, Courtney (Fed) [courtney.silverthorn@nist.gov] 


Sent: 12/22/2016 9:31:19 PM 
To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM] 
Subject: RE: Bayh-Dole NPRM Comments 


No objection to suggesting the change. | think there was some email traffic while | was on vacation about possibly 
making the change in the reg now but I’d have to go back and look to see if it was resolved. 


We feel we have to say a bit more than just “not in the scope of the rulemaking” because the comment is publicly 
available, but don’t feel that we will change anything based on their comments. If it would be helpful | can send the draft 
tomorrow which will include a proposed summary/response and you can let me know if there’s anything else that would 
be useful for us to say. 


Courtney Silverthorn, Ph.D. 

Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 
0:301-975-4189™” 

C: 202-590-6083 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:RohrBauM @OD.NIH.GOV] 
Sent: Thursday, December 22, 2016 4:25 PM 

To: Silverthorn, Courtney (Fed) <courtney.silverthorn@nist.gov> 
Subject: RE: Bayh-Dole NPRM Comments 


The issue was about advertising exclusive licenses in other means, as is in the reauthorized America COMPETES (not yet 
signed into law) for prizes 


(A) in the matter preceding paragraph (1), by striking “in the Federal Register” and inserting “on a publicly 


, but GAO just asked us in the patenting/licensing study what legislative changes might make our lives easier. We might 
propose this to them. Would NIST have any objection to our suggesting such a change? 


Do you feel you need to respond to the substance of the KEI letter? The proposed changes are in 404.8 and their 
comments related more to 404.7 ? 


Sent: Thursday, December 22, 2016 3:42 PM 
To: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD. NIH .GOV> 
Subject: RE: Bayh-Dole NPRM Comments 


Hi Mark — 404 was included in the rulemaking, though we only made one revision to 404.8. | think there was another 
proposed revision from somewhere within NIH about making a change in 404.7 regarding publication of exclusive 
licenses. 


Courtney Silverthorn, Ph.D. 
Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 

courtney silvertharn@nist.gov 
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O: 301-975-4189 
C: 202-590-6083 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailte:RohrBauM @OD NIH GOV] 
Sent: Thursday, December 22, 2016 3:39 PM 


irenenasavosmeestuentnetniat stensenceoraetciandvensscstvensansstetiisemineatiesncstolbersnens 


Subject: RE: Bayh-Dole NPRM Comments 


We were thinking of just saying there were comments that were not responsive. 

OR 

Comments and recommendations were received concerning the patenting and licensing practices for inventions owned 
by the federal government. Patenting and licensing of inventions owned by the federal government are set forth in 
various statutes and regulations e.g. these issues are not covered by this NPRM. 


Sent: Tuesday, December 20, 2016 11:52 AM 

To: Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD. NIH.GOV> 
Subject: Bayh-Dole NPRM Comments 

Importance: High 


Hi Mark, 
Here is the comment on the NRPM. Please let me know if you have any thoughts. 


Thanks, 
Courtney 


Courtney Silverthorn, Ph.D. 

Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 
O: 301-975-4189 
C: 202-590-6083 
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From: Ferriter, Karin [Karin.Ferriter@USPTO.GOV] 


Sent: 7/25/2019 10:28:30 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 

cc: Bleimund, Emily (OS/OGA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=343f92b5144f4c59a3cfc177522a7a79-Emily.Bleim] 

Subject: health issues 


Thanks! Do you think that if would be helpful to have an interagency brainstorming session about drug pricing issues? | 
realize that a lot is being done at a political level, but are there things we can do out our level? Or at least discuss? 


Karin 


From: Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum @od.nih.gov> 

Sent: Thursday, July 25, 2019 5:16 PM 

To: Ferriter, Karin <Karin.Ferriter@USPTO.GOV>; Bleimund, Emily (OS/OGA) <Emily.Bleimund@hhs.gov> 
Subject: "KEI Letter to US House Oversight Committee on NIH Misconduct and Lack of Transparency" 


nttos://www.keionline.org/31247 
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From: Mamacos, Peter (HHS/OGA) [Peter.Mamacos@hhs.gov] 


Sent: 7/25/2019 8:42:59 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 

Subject: RE: TDTC FYI - "KE! Letter to US House Oversight Committee on NIH Misconduct and Lack of Transparency" 


Thanks Mark. 


i'm also wondering if you can help me interpret the following regarding research grants supposedly given by NIH: 
httos://www.keionline ore/27 205 


https://www.keionline.org/wp-content/uploads/2018/03/HHS-Azar-KEI-Patent-7964580-SOF-14March2018. pdf 


it’s a bit hard for me to interpret these, and whether the grants listed are continuations, or for different things. 
Also, I'd interpret that these are grants to fund research of things that the applicant has developed, not for the applicant 
to take forward molecules developed by NIH. 


i'm also curious about the notion of declaring whether a patented invention can be traced to public funding — does such 
a declaration also include the upstream, basic research, or is it imited to specific grants for a specific purpose, or where 
there is actual licensing involved. 


if you have a few minutes, I'd love to chat through this with you. 
Thanks, 


From: Rohrbaugh, Mark (NIH/OD) [E] <rohrbaum @od.nih.gov> 

Sent: Thursday, July 25, 2019 12:14 PM 

To: Mamacos, Peter (HHS/OGA) <Peter.Mamacos@hhs.gov> 

Subject: FW: TDTC FYI - "KEI Letter to US House Oversight Committee on NIH Misconduct and Lack of Transparency" 


From: Mowatt, Michael (NIH/NIAID) [E] 

Sent: Wednesday, July 24, 2019 15:09 

To: NIH TDC Long <niaasidcl-[@mail.nih.goy> 

Subject: TDTC FYI - "KEI Letter to US House Oversight Committee on NIH Misconduct and Lack of Transparency" 


/ 


https: //orotect2 fireeye com /furltk=e0?c87aG-bc 7 Sae8d-e0? cb699-Dccd abd] fec- 
Gd 784157 fo1 907 9huchites: //www.keionline org /S1247 
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From: Snyder, Anne (HHS/OS/OGA) [/O=NIH/OU=NIHEXCHANGE/CN=RECIPIENTS/CN=ANNE.BERLOW.OS] 

Sent: 11/2/2016 1:14:53 PM 

To: Bleimund, Emily (OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Bleimund.Emily.OS]; Mamacos, Peter 
(HHS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Peter.Mamacos.OS]; Lamourelle, Gabrielle 
(HHS/OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Gabrie.Lamourelle.OS]; Danelski, Ann (HHS/OGA) 
[/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8b7530eef60b49b4845 1a38c7ea32511-Danelski, Ann (OS)]; Wood, Rachel 
(HHS/OS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Rachel.Wood.OS]; Kampf, Katie H. (HHS/OS/OGA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Katie.Stein.OS]; Wolfe, Mitchell (HHS/OS/OGA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Mitchell.Wolfe.OS]; Schmeissner, Peter (HHS/OGA) 
[/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Schmeissner, Peter1 
(OS)696]; Hoffman, Linda M (HHS/OS/OGA) [/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Hoffman, Linda M (OS)96a]; Kerr, Lawrence (HHS/OS/OGA) 
[Lawrence.Kerr@hhs.gov]; Abdoo, Mark (FDA/OC) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Mark.Abdoo.fda]; 
Stewart, Jessica L. (HHS/OS/OGA) [Jessica.Stewart@hhs.gov]; Peters, Kenisha (HHS/OS/OGA) (CTR) 
[/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Peters, Kenisha M 
(OS)4dd]; Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM]; Lim, Matt 
(STATE.GOV) [limml@state.gov]; Tracy Carson [CarsonTL@state.gov]; Wong, Holly (HHS/OS/OGA) 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Holly.Wong.OS] 


Subject: Meeting with NGOs on UN HLP 

Attachments: UNSG+HLP+Report+FINAL+12+Sept+2016.pdf 
Location: 2322 

Start: 11/4/2016 6:00:00 PM 

End: 11/4/2016 7:00:00 PM 


Show Time As: Tentative 


Required Bleimund, Emily (OS/OGA); Mamacos, Peter (HHS/OGA); Lamourelle, Gabrielle (HHS/OS/OGA); Danelski, Ann 

Attendees: (HHS/OGA); Wood, Rachel (HHS/OS/OGA); Kampf, Katie H. (HHS/OS/OGA); Wolfe, Mitchell (HHS/OS/OGA); 
Schmeissner, Peter (HHS/OGA); Hoffman, Linda M (HHS/OS/OGA); Kerr, Lawrence (HHS/OS/OGA); Abdoo, Mark 
(FDA/OC); Stewart, Jessica L. (HHS/OS/OGA); Peters, Kenisha (HHS/OS/OGA) (CTR); Rohrbaugh, Mark (NIH/OD) [E]; 
Lim, Matthew L (Geneva); Carson, Tracy L (Geneva); Wong, Holly (HHS/OS/OGA) 


*Corrected a typo in the conference call line* 


RK 


Hi all- 


A group of NGOs has requested to meet with OGA to present their views on the recently released Report of the UN High 
Level Panel on Access to Medicines. The final Report is attached to this meeting invite, and | have also included links to 
USG statements about the Report. We will mainly be in listening mode for the meeting, but please feel free to forward 
this email to others in HHS who should be included (and apologies if | inadvertently left anyone out). For those who 
cannot attend in person, we can use the following conference line. 


international) 


Links to U.S. statements about the Panel/Report 


U.S. submission to the Panel during its consultation period (prior to the release of the Report): 
http://www.unsgaccessmeds.org/inbox/2016/2/27/united-states-department-of-state 
U.S. statement upon the release of the Report: https://www.state.gov/r/pa/prs/ps/2016/09/262034.htm 
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BY. 


UNS G+HLP+Re... 


Best, 


Anne Snyder, J.D. 

Policy Analyst, Office of Trade and Health 
Office of Global Affairs 

U.S. Department of Health and Human Services 
hhs.gov/glabal 


P: 202-260-0415 
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From: Zielinski, Paul R (Fed) [paul.zielinski@nist.gov] 

Sent: 8/28/2017 4:41:20 PM 

To: Silverthorn, Courtney (Fed) [courtney.silverthorn@nist.gov]; Rohrbaugh, Mark (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b899 7082 718cbb29fab-rohrbaum] 

Subject: Re: KEI Request FOIA Request Re: CRADAs Executed 2010-2017 


That is simply not true 


Paul 


On: 28 August 2017 11:30, "Silverthorn, Courtney (Fed)" <courtney.silverthorn@nist.gov> 


wrote: 
I’m laughing because if agencies posted lists of their CRADAs most of our data issues for the RTI tech transfer analysis 


would disappear © I’m not aware of any lists. 


Courtney Silverthorn, Ph.D. 
Deputy Director, Technology Partnerships Office 
National Institute of Standards and Technology 


courtney. silverthor@nist.gov 
O: 301-975-4189 


From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum@od.nih.gov] 

Sent: Monday, August 28, 2017 11:10 AM 

To: Silverthorn, Courtney (Fed) <courtney.silverthorn@nist.gov>; Zielinski, Paul R (Fed) <paul.zielinski@nist.gov> 
Subject: FW: KE] Request FOIA Request Re: CRADAs Executed 2010-2017 


KEI says other agencies post a list of their CRADAs. Do you know to what extent that is true? 


Thanks, 
Mark 


From: jamespackardlove@gmail.com [mailto:jamespackardlove@gmail.com] On Behalf Of Jamie Love 
Sent: Monday, August 28, 2017 08:28 
To: Bordine, Roger (NIH/OD) [E] <roger.bordine@nih.gov> 


Cc: Claire Cassedy <claire.cassedy@ keionline.org>; NIH FOIA <nihfoia@od.nih.gov>; Deborah. Kassilke@nih.gov; 
Shmilovich, Michael (NIH/NHLBI) [E] <michael.shmilovich@nih.gov>; Rohrbaugh, Mark (NIH/OD) [E] 


<rohrbaum @od.nih.gov> 
Subject: KE] Request FOIA Request Re: CRADAs Executed 2010-2017 


Dear Roger Bordine, 
| am attaching some correspondence | have had the NIH over the issue of CRADAs. When 
we respond to an NIH request for comments on an exclusive license, we often ask for the 


CRADA, if any, associated with the license. For example, recently we requested the CRADA 
associated with the miRecule CRADA, which involves a recent former NIH 
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employee. Typically, as in the case of MiRecule, the NIH licensing officials refuses to give us 
a copy of the CRADA, claiming it is confidential. We both know that the CRADA document is 
in fact subject to FOIA, but FOIA takes a long time, can will not be processed before the 
comment period closes. 


When we asked the Office of the Director for a list of all CRADA agreements earlier this year, 
we were told that the NIH would not provide such a list, because the information was in a 
computer database and the NIH was not required to create the list from the database under 
FOIA. We noted at the time that this would force us to FOIA all of the CRADAs, which we 
thought would be a waste of everyone's time, an opinion that you seemed to share. 


Why doesn't the NIH do what some other federal agencies do and list the CRADAs, all of 
them, on the NIH web page, to enhance the transparency of the licensing and technology 
transfer operations? 


In any event, please decide if the NIH wants to provide a list of the CRADAs or not, and if we 
have to sue to get copies if you won't in fact provide such a list. 


The NIH knows full well the Congress, the press, academic researchers, taxpayer and patient 
advocacy groups all want to have more transparency of NIH technology transfer activities. 
The continual stonewalling of legitimate requests for public documents is inappropriate for an 
agency like the NIH that manages billions of taxpayer dollars to address important health 
issues, and where the pricing of NIH funded products is a major concern. 


In the meantime, please provide KEI with a copy of the miRecule CRADA, and the list of the 
CRADAs, asap. 


James Love 
Knowledge Ecology International 


Attached are portions of some previous correspondence with the NIH. 


wonnnnnn- Forwarded message ---------- 


From: NIH FOIA <nihfoia@od.nih.gov> 
Date: Wed, Aug 16, 2017 at 5:15 PM 


Subject: RE: Request FOIA Request Re: CRADAs Executed 2010-2017 
To: Claire Cassedy <claire.cassedy@keionline.org> 
Ce: NIH FOIA <nihfoia@od.nih.gov> 
Good Afternoon, 
Thank you for your NIH FOIA request. 
Wipon reading your request, it appears as though you are asking for all CRADAs from the 


NIH between 2010-2017, and as it stands, that aspect of your request is too broad and would 
involve searching records from of all of the 27 institutes and centers at the NIH. 
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searching for this many records, and the review efforts afterwards, would put an undue 
burden on Federal Government resources, as stipulated in the FOIA, and as such, requires 
you to narrow the scope of your request. 


it is estimated that, within your requested timeframe, there would be hundreds of CRADAs 
across the NIH’s institutes, and if you would like to submit a new/revised request detailing a 
smaller number of specifically named/individual CRADAs, you are more than welcome to 
request those records. If not, and you would rather request just a list of CRADAs and not the 
CRADA records themseives, you may do that instead. 


Piease let us know if you would like to withdraw this initial request in favor of submitting a 
new request for clarified/named records. 


Thank you, and please let us know if you have any questions. 


Roger Bordine 

Program Assistant 

Freedom of Information Office 
National Institutes of Health 
Building 31, Room 5B35 

31 Center Drive 

Bethesda, MD 20892 


Phone: 301-496-5633 
Fax: 301-402-4541 
Roder. bordine@nih.gov 


---------- Forwarded message ---------- 
From: James Love <jamespackardlove@gmail.com> 
Date: Thu, Jan 19, 2017 at 7:34 PM 


Subject: Re: Your requests for information from NIH OTT 

To: "Rohrbaugh, Mark (NIH/OD) [E]" <RohrBauM@od.nih.gov> 

Ce: "Kassilke, Deborah (NIH/OD) [E]" <deborah.kassilke@nih.gov>, "claire.cassedy@keionline.org” 
<claire.cassedy@keionline.org> 


We can't FOIA a database or require records be generated under FOIA. We can FOIA every CRADA, which is what we 
are going to be forced to do. 


But if we knew what records were in the database, a query might save everyone a lot of time. 


On Fri, Jan 20, 2017 at 1:07 AM, Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@od.nih.gov> wrote: 
There is no “list” but we do have a database with CRADA and license information. 
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From: James Love [mailto:jamespackardlove@ gmail.com] 
Sent: Thursday, January 19, 2017 7:01 PM 


To: Kassilke, Deborah (NIH/OD) [E] <deborah.kassilke@nih.gov> 


Cc: claire.cassedy@keionline.org; Rohrbaugh, Mark (NIH/OD) [E] <RohrBauM@OD.NIH.GOV> 
Subject: Re: Your requests for information from NIH OTT 


These are the types Of data that make it hard to believe you don't have registry or list Of the CRADAs. 


https://www.ott.nih.gov/tt-metrics/crada-metrics 


On Fri, Jan 20, 2017 at 12:56 AM, James Love <jamespackardlove@qmail.com> wrote: 
| Thank you. 


We do note that the NIH is able to report the total number Of CRADAs in any given year, and also that that number is quite a 
bit smaller than the number Of CRADAs noticed in the federal register. 


For number Of CRADAs, https://Awww.ott.nih.gov/ott-statistics 


We are mostly interested in the Standard CRADAs. 


We thought if the NIH could provide a count Of the number Of CRADAs, they must have a registry or list or database that lists 
the CRADAs, with the name Of the CRADA partner and the purpose Of the CRADA. 


We were surprised when we were told that no such lists exist. 


The CRADAs mentioned in the annual reports do not seem inclusive Of all CRADAs in a given year. 


For example: 


In FY¥15, NIH Institutes executed 5,826 of these collaboration and transfer agreements, including 101 new Cooperative 
Research and Development Agreements (CRADAs). 


| don't think there are 101 CRADAs listed in the annual report, or even the 73 for Standard CRADAs. 
So, while the Annual report is useful and interesting, we still don't know who is getting the standard CRADAs. 


Also, does the NIH issue exclusive licenses under the CRADAs that are not noticed in the federal register? We were told that 
the NIH practice was to not provide public notice and comment on all CRADAs and that public notice and comment is not 
available for all exclusive licenses from CRADAs. 


Jamie 


_ = On Fri, Jan 20, 2017 at 12:26 AM, Kassilke, Deborah (NIH/OD) [E] <deborah.kassilke@nih.gov> wrote: 
/ | Mr. Love — 


7 Recently your office contact me and two other employees in my office with questions concerning royalty payments, the 

use Of the Federal Registry in tracking NIH CRADAs, and a request for iINformation on the process by which the 
NIH enters into a CRADA with an industry collaborator. | am aware that Mark Rohrbaugh 
(cc’d) spoke directly with Claire Cassidy to discuss many Of the CRADA related process components including the 
use Of 


Federal Register notices and how IP is addressed in a CRADA. If you still have questions regarding the use Of CRADAs at 
_ NIH, we can certainly schedule another call with you. 
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1 | confirmed that the NIH FOIA office is still working on a FOIA request for you concerning royalty 
payment information. They apologize for the delay, but the FOIA office is short staffed at this time and they are 


working diligently to hire and train new staff. We just last week brought in an Acting Director for the FOIA office, Katherine 
Uhl, who is on detail to us from the FDA. She is working diligently to keep the plates spinning and asked that | relay to you 


they are working on the request. Ms. Uhl invites you to contact her office for a status Of your FOIA request if you so 


| hope that you are aware that our annual reports and statistics can be found on our website in the “MEDIA Room” tab; they 
may be helpful to you. 


Please let me know if you would like another call scheduled with Mark and me; we will gladly set something up. 
Deb 


Deborah Kassilke 
Orector, Office of Technology Transfer 
National Institutes OF Health 
6077 Executive Boulevard, Suife 325 
Rockville, MD 20852 

(2 E-Mail: 


: | Deborah. Kassilke@nih.gov 
Phone: 301-435-5294 
/ Cell 240-701-8159 


From: Claire Cassedy [mailto:claire.cassedy@keionline.org] 
Sent: Tuesday, August 15, 2017 11:38 AM 


To: NIH FOIA <nihfoia@od.nih.gov> 
Subject: Request FOIA Request Re: CRADAs Executed 2010-2017 


Dear FOIA Officer, 


Please find attached a Freedom of Information Act request from Knowledge Ecology International regarding Cooperative 
Research and Development Agreements executed by the NIH from 2010 to 2017. Thank you in advance for your attention to 
this request. 


Sincerely, 
Claire Cassedy 


wonnenneee Forwarded message ---------- 
From: Shmilovich, Michael (NIH/NHLBI) [E] <michael.shmilovich@nih.gov> 
Date: Fri, Aug 18, 2017 at 10:34 AM 
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Subject: FW: miRecule CRADA 


To: "jamespackardlove@gmail.com" <jamespackardlove@ gmail.com> 
Cc: "Deutch, Alan (NIH/NHLBI) [E]" <deutcha@nhlbi.nih.gov>, "Bailey, Brian (NIH/NHLBI) [E]" <bbailey@nhlbi.nih.gov> 


Jamie — All scientific, business and financial information pertaining to the CRADA between MiRecule 
and NIDCD other than what has already been made public by either by publication, published patent 
applications or other public disclosures, is strictly confidential. As such, we cannot provide you with a 
copy of that agreement. 


Regards, 


Michael A. Shmilovich, Esq., CLP 


22 August 2017 

James Packard Love 

Knowledge Ecology International 
1621 Connecticut Avenue, Suite 500 
Washington, DC 20009 


http://keionline.org 
Work: +1.202.332.2670; Mobile: +1.202.361.3040 


james.love@keionline.org 

IN RE: 82 Fed. Reg. 36809 (August 7, 2017), “Prospective Grant of Exclusive Patent License: 
MicroRNA 

therapeutics for treating squamous cell carcinomas” to miRecule, Inc. 

Dear Mr. Love: 


Dr. Saleh will have direct participation in the research under his company’s Cooperative 
Research and Development Agreement (CRADA) with the National Institute on Deafness and 
Other Communication Disorders (NIDCD) in order to advance the technology since a positive 
research outcome under the CRADA is one step closer to the development of a successful 
therapeutic to at least one squamous cell carcinoma. With respect to your request for various 
reports including CRADA documents, it is not consistent with our mission to create reports 
requested by the public and the proprietary content of the agreement governing the CRADA 
between the NIDCD is strictly confidential. In summary, the CRADA research plan sets forth a 
joint effort between miRecule and NIDCD to develop chemically modified mimic or mimetic 
microRNAs that are stable and less susceptible to nuclease degradation than previously 
identified microRNAs and that serve as therapeutics for cancer when delivered using tumor 
targeted nanoparticles. The CRADA will test these microRNAs in animal cancer models to 
evaluate their efficacy and the pharmaceutical properties of candidate formulations. 


If your organization requests more documentation, such requests should be filed under the 
Freedom of Information Act. The webpage for the NIH FOIA Office provides more information 
on filing requests htto://www.nih.gov/institutes-nih/nih-office-director/office-communications- 
public-liaison/freedominformation-act-office/submitting-foia-requests. 
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Michael A. Shmilovich, Esq., CLP 


James Love. Knowledge Ecology International 


http://www.keionline.org/donate.html 
KEI DC tel: +1.202.332.2670, US Mobile: +1.202.361.3040, Geneva Mobile: +41.76.413.6584, twitter.com/jamie love 
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From: Berkson, Laura (NIH/OD) [E] [/O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAMIANOLD] 

Sent: 10/6/2016 2:26:23 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=0D/cn=ROHRBAUM]; Hammersla, Ann (NIH/OD) [E] 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=hammerslaa]; Berkley, Dale (NIH/OD) [E] 
[/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=BERKLEYD]; Culhane, Ned (NIH/OD) [E] 
[/O=NIH/OU=Nihexchange/cn=recipients/cn=culhanee] 

Subject: RE: Background paper on the Bayh-Dole Act and march-in rights 

Attachments: Bayh-Dole Act Final Oct 2016 OLPA edits.docx 


Hi Mark, 


Ned and | took a look at the legislative section and have some commments/edits. Let us know if you have questions or 
need anything else. 


Laura and Ned 


From: Rohrbaugh, Mark (NIH/OD) [E] 

Sent: Wednesday, October 05, 2016 5:56 PM 

To: Hammersla, Ann (NIH/OD) [E] <hammerslaa@mail.nih.gov>; Berkley, Dale (NIH/OD) [E] <BerkleyD@OD.NIH.GOV>; 
Culhane, Ned (NIH/OD) [E] <culhanee@mail.nih.gov>; Berkson, Laura (NIH/OD) [E] <laura.berkson@nih.gov> 

Subject: FW: Background paper on the Bayh-Dole Act and march-in rights 


Emily asked me to look this over and comment. | think there are several changes we would suggest. | am happy to 
collate the comments. Ned and Laura can perhaps focus on the Congressional and legislative part in the second half of 
the paper. 


Thanks. 


From: Bleimund, Emily (OS/OGA) 

Sent: Wednesday, October 05, 2016 5:30 PM 

To: Adeniyi-Jones, Samuel (HHS/OS/OGA) <Samuel.Adeniyi-Jones@hhs.gov>; Barber, Daniel (OS/IEA) 
<Daniel.Barber@hhs.gov>; Baresch, Virginia (HHS/OGA) <Virginia.Baresch@hhs.gov>; Bleimund, Emily (OS/OGA) 
<Emily.Bleimund@hhs.gov>; Brown, Brishailah (HHS/OS/OGA) <Brishailah.Brown@hhs.gov>; Burris, Hannah (HHS/OGA) 
<Hannah.Burris@hhs.gov>; Carlton, Blake (OS/OGA) <Blake.Carlton@hhs.gov>; Carson, Tracy (HHS/OGA) 
<Tracy.Carson@hhs.gov>; Chadwick, Christopher (HHS/OS/OGA) <Christopher.Chadwick@hhs.gov>; Chai, Shuen 
(OS/OGA) <Shuen.Chai@hhs.gov>; Clarke, Elana (HHS/OS/OGA) <Elana.Clarke@hhs.gov>; Colin Mciff 

<MclffCL@ state.gov>; Copeland, Evelyn (OS/OGA) <Evelyn.Copeland@hhs.gov>; Danelski, Ann (HHS/OGA) 
<Ann.Danelski@hhs.gov>; Darr, Charles (HHS/OGA) <Charles.Darr@hhs.gov>; Demby, Austin (HHS/OS/OGA) 
<Austin.Demby@hhs.gov>; Diaz, Xochitl (HHS/OS/OGA) <Xochitl.Diaz@hhs.gov>; Dubois, Amy (OS/OGA) 
<Amy.Dubois@hhs.gov>; Eckles, Jacob (OS/OGA) <Jacob.Eckles@hhs.gov>; Eckstein, Erin (OS/OGA) 
<Erin.Eckstein@hhs.gov>; Elvander, Erika (OS/OGA) <Erika.Elvander@hhs.gov>; Fernandez, Jose (OS/OGA) 
<Jose.Fernandez@hhs.gov>; Filpi, Lynn (HHS/OS/OGA) <Lynn.Filpi@hhs.gov>; Forsyth, Andrew (HHS/OASH) 
<Andrew.Forsyth@hhs.gov>; Garner, Cevina (HHS/OS/OGA) <Cevina.Garner@hhs.gov>; Gibson, Roxanne (HHS/OGA) 
<Roxanne.Gibson@HHS.GOV>; Greene, Nicky (HHS/OS/OGA) <Nicky.Greene@HHS.GOV>; Hoffman, Linda M 
(HHS/OS/OGA) <Linda.Hoffman@hhs.gov>; Jeada, Monica (OS/OGA) (CTR) <Monica.Jeada@hhs.gov>; Johns, Matthew 
(OS/OGA) <Matthew.Johns@hhs.gov>; Kampf, Katie H. (HHS/OS/OGA) <Katie.Kampf@hhs.gov>; Kerr, Lawrence 
(HHS/OS/OGA) <Larry.Kerr@hhs.gov>; Kimbrel, Alicia (HHS/OGA) <Alicia.Kimbrel@hhs.gov>; Knotts, Ashley (OS/OGA) 
<Ashley.Knotts@hhs.gov>; Kolker, Jimmy (HHS/OGA) <Jimmy.Kolker@hhs.gov>; Koo, Han (OS/OGA) (CTR) 
<Han.Koo@hhs.gov>; Lamourelle, Gabrielle (HHS/OS/OGA) <Gabrielle.Lamourelle@hhs.gov>; Levine, Maya (OS/OGA) 
<Maya.Levine@hhs.gov>; Lim, Matt (STATE.GOV) <limm|@state.gov>; Lim, Matthew (OS/OGA) 
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<Matthew.Lim@hhs.gov>; Livinski, Alicia (NIH/OD/ORS) [E] <livinska@od.nih.gov>; Locus, Tiffany (OS/OGA) 
<Tiffany.Locus@hhs.gov>; Mamacos, Peter (HHS/OGA) <Peter.Mamacos@hhs.gov>; Martin, Julia (HHS/OS/OGA) 
<Julia.Martin@hhs.gov>; Matthews, Karen (OS/OGA) <Karen.Matthews@hhs.gov>; Mcconnell, Michelle (HHS/OS/OGA) 
<Michelle.Mcconnell@hhs.gov>; McKean, Maeve (HHS/OS/OGA) <Maeve.McKean@hhs.gov>; Mikus, Kristie (HHS) 
<MikusKE@state.gov>; Newland, Matthew (OS/OGA) <Matthew.Newland@hhs.gov>; O'Donnell, Allison (OS/OGA) 
<Allison.ODonnell@hhs.gov>; Olivo, Jacob (OS/OGA) (CTR) <Jacob.Olivo@hhs.gov>; Olsen, Laura (HHS/OS/OGA) 
<Laura.Olsen@hhs.gov>; Park, Jin (OS/OGA) <Jin.Park@hhs.gov>; Parrish-Fuentes, Adrienne (OS/OGA) 
<Adrienne.Parrish-fuentes@hhs.gov>; PerezRivera, Diana (HHS/OS/OGA) <Diana.Perez-Rivera@HHS.GOV>; Peters, 
Kenisha (HHS/OS/OGA) (CTR) <Kenisha.Peters@hhs.gov>; Quintana, Paula (HHS/OS/OGA) (CTR) 
<Paula.Quintana@hhs.gov>; Rabadan-Diehl, Cristina (OS/OGA) <Cristina.Rabadan-Diehl@hhs.gov>; Rettmann, Brian 
(HHS/OS/OGA) <Brian.Rettmann@hhs.gov>; Schaeffer, Alison (HHS/OS/OGA) (CTR) <Alison.Schaeffer@hhs.gov>; 
Schmeissner, Peter (HHS/OGA) <Peter.Schmeissner@hhs.gov>; Shaffer, Douglas (OS/OGA) <Douglas.Shaffer@hhs.gov>; 
Shastri, Anjali (OS/OGA) <Anjali.Shastri@hhs.gov>; Sircar, Neiloy (OS/OGA) <Neiloy.Sircar@hhs.gov>; Smith, Steven 
(HHS/OS/OGA) <Steven.Smith@hhs.gov>; Snyder, Anne (HHS/OS/OGA) <Anne.Snyder@hhs.gov>; Sorenson, Noila 
(OS/OGA) (CTR) <Noila.Sorenson@hhs.gov>; Stewart, Jessica L. (HHS/OS/OGA) <Jessica.Stewart@hhs.gov>; Stith, April 
(HHS/OS/OGA) <April.Stith@hhs.gov>; Sullivan, Lisa (HHS/OS/OGA) <Lisa.Sullivan@hhs.gov>; Swammy, JR 
(HHS/OS/OGA) <JR.Swammy@hhs.gov>; Thomas, Jasmine (OS/OGA) (CTR) <Jasmine.Thomas@hhs.gov>; Torres, 
Abraham (HHS/OS/OGA) <Abraham.Torres@hhs.gov>; Torres, Carmen-Rosa (HHS/OGA) 
<CarmenRosa.Torres@hhs.gov>; Velasco, Jose (OS/OGA) <Jose.Velasco@hhs.gov>; Wagner, Lisa (OS/OGA) 

<Lisa. Wagner@hhs.gov>; Watts, Heather (OS/OGA) <Heather.Watts@hhs.gov>; Watts, Diane (STATE.GOV) 
<wattsdh@state.gov>; Willis, Heber (HHS/OS/OGA) <Heber.Willis@hhs.gov>; Wolfe, Mitchell (HHS/OS/OGA) 
<Mitchell.Wolfe@hhs.gov>; Wong, Holly (HHS/OS/OGA) <Holly.Wong@hhs.gov>; Wood, Rachel (HHS/OS/OGA) 
<Rachel.Wood@hhs.gov>; Yu, Anne (HHS/OS/OGA) <Anne.Yu@hhs.gov>; Yuan, Elizabeth (HHS/OS/OGA) 
<Elizabeth.Yuan@hhs.gov>; Horowitz, David (HHS/OGC) <David. Horowitz@hhs.gov>; Abdoo, Mark (FDA/OC) 
<Mark.Abdoo@fda.hhs.gov>; Callahan, Julie (FDA/OC) <julie.callahan@fda.hhs.gov>; Rohrbaugh, Mark (NIH/OD) [E] 
<RohrBauM@OD.NIH.GOV>; Hammersla, Ann (NIH/OD) [E] <hammerslaa@mail.nih.gov>; Berkley, Dale (NIH/OD) [E] 
<BerkleyD@OD.NIH.GOV>; Valdez, Mary Lou (FDA/OC) <marylou.valdez @fda.hhs.gov> 

Cc: alboaz@law.gwu.edu 

Subject: Background paper on the Bayh-Dole Act and march-in rights 


Dear colleagues, 


Please see attached for your interest a background paper on “The Bayh-Dole Act and March-in Rights” that originated 
from the work of the summer intern for the OGA Trade & Health team, Alexis Boaz, a law student at GW. We hope this 
paper will help to inform you on what continues to be a repeated topic of conversation in global discussions on access to 
medicines. We welcome your feedback and comments and plan for this to be a living document that we will keep 
updated over time. Please feel free to forward to other colleagues but please limit to internal HHS distribution only. 


Cheers, 
Emily Bleimund 


Emily Blelmund, JB, MA 

Director, Office of Trade and Health 

Office of Global Affairs 

U.S. Department of Health and Human Services 
202-691-2188 


www.hbhs.gov/global 
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From: Wolinetz, Carrie (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1C655040D47346C7B04D7BC11A403ECB-WOLINETZCD] 

Sent: 5/17/2018 1:58:00 PM 

To: McGarey, Barbara (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f7a105a1715e459abe6d676d62d8f03b-mcgareyb]; Rohrbaugh, Mark 
{NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 


cc: Berkley, Dale (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5ee461c29f5045a49fOadf82caaa2f31-berkleyd] 
Subject: Re: Scheduling NIH Licensing Briefing 


Thanks for raising this Barb. LAT just asked me to ask Cyndi and Dina to try to set up a pre-meeting 
to get our ducks in a row. 


Carrie D. Wolinetz, Ph.D. 

Acting Chief of Staff and 

Associate Director for Science Policy 
Office of the Director 

National Institutes of Health 


wonenn-- Original message -------- 

From: "McGarey, Barbara (NIH/OD) [E]" <mcgareyb@od.nih.gov> 

Date: 5/17/18 9:47 AM (GMT-05:00) 

To: "Wolinetz, Carrie (NIH/OD) [E]" <carrie.wolinetz@nih.gov>, "Rohrbaugh, Mark (NIH/OD) [E]" 
<rohrbaum@od.nih.gov> 

Ce: "Berkley, Dale (NIH/OD) [E]" <berkleyd@od.nih.gov> 

Subject: FW: Scheduling NIH Licensing Briefing 


Good morning Carrie and Mark — 


So, due to the date change | am subbing in for Dale for this OMB meeting, and am wondering if we have a better idea 
yet of what the topic is so we can try to prepare. At one point | thought | saw that “NIH licenses to Gilead” was part of 
the briefing ~ if this is the case {Just want to make sure someone else is covering that, because | will not be prepared for 
questions on this topic. | am up to speed {relatively} on the recent KEI lawsuit related to NCI’s proposed grant of an 
exclusive license to KITE, a Gilead subsidiary. ff this isa tech transfer 101 | am very comfortable winging it for questions 
if LT needs back-up, 


Do we know anything more yet? 


Thx, B. 


Barbara M. MeGarey, JD 

Deputy Associate General Counsel 
Office af the General Counsel 
Public Health Division, NIH Branch 
34 Canter Drive, Rrn 2B-50 


PE UE 2M IIL vara, 
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megareyh@ad. nih. gov 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] 

Sent: Wednesday, May 16, 2018 2:50 PM 

To: McGarey, Barbara (NIH/OD) [E] <mcgareyb@od.nih.gov> 
Subject: RE: Scheduling NIH Licensing Briefing 


Thanks Barb. It looks like we will have to go with a slightly later time for this meeting at EEOB on 5/23 - just wanting to 
confirm that 4:30-5:30 pm can work for you. Please advise. 


From: McGarey, Barbara (NIH/OD) [E] 

Sent: Tuesday, May 15, 2018 5:59 PM 

To: Burrus-Shaw, Cyndi (NIH/OD) [E] <Cyndi.Burrus-Shaw@ nih.gov> 
Subject: RE: Scheduling NIH Licensing Briefing 


iwill do it if Bale cannot. 
Thanks Cyndi, 
Barb 


Barbara M. McGarey, JG 
Deputy Associate General Counsel 
Office of the General Counsel 
Public Health Division, NIH Branch 
31 Center Grive, Rin 28-50 
7 Bethesda, MD 20892-2111 
(307) 402-1634 FF) 
mopareyb@od nih.eayv 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] 

Sent: Tuesday, May 15, 2018 4:40 PM 

To: McGarey, Barbara (NIH/OD) [E] <megareyb@od. nih.goy> 
Subject: FW: Scheduling NIH Licensing Briefing 


Hi Barb — 
Per exchange below, please advise who should participate in this meeting in Dale’s absence. Many thanks. 
Cyndi 


From: Tabak, Lawrence (NIH/OD) [E] 

Sent: Tuesday, May 15, 2018 3:30 PM 

To: Burrus-Shaw, Cyndi (NIH/OD) [E] <Cyndi.Burrus-Shaw@ nih.gov> 
Subject: Re: Scheduling NIH Licensing Briefing 


Yes please 
Sent from my iPhone 
@nih.gov> wrote: 


On May 15, 2018, at 3:06 PM, Burrus-Shaw, Cyndi (NIH/OD) [E] <cyndi.burrus-shaw 


So Friday’s meeting is being postponed and Dale is no longer available. Should | check with Barb again to 
see if she recommends anyone else attend in his absence? 
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From: Berkley, Dale (NIH/OD) [E] 
Sent: Tuesday, May 15, 2018 3:02 PM 


Dale D. Berkley, Ph.D., J.D. 
Office of the General Counsel, PHD, NIH Branch 
Bldg. 31, Rm. 47 


H 
i, 


B6 i 
SUT4U2-2528(F ax) 
This message is intended for the exclusive use of the recipient(s) named above. It may contain information that is PROTECTED or PRIVILEGED, and it 
should not be disseminated, distributed, or copied to persons not authorized to receive such information. 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] 
Sent: Tuesday, May 15, 2018 2:09 PM 


Cc: Hardesty, Rebecca (NIH/OD) [C] <rebecca hardesty@nih.gov>; Simon, Dina (NIH/OD) [C] 
<dina. simon @ nih. goy> 
Subject: FW: Scheduling NIH Licensing Briefing 


FYI — please note that this Friday’s meeting will be rescheduled. | will circulate a note later today with 
potential scheduling options based on Dr. Tabak’s availability. Stay tuned. 


b Uh seccioaseaseorpagnstatasaiseasaseasesrscniamatasissestatin setbestacaih erase esse 


EOP/OMB } b6 >; Farquharson, Christine E. EOP/OMB 


b6 +; Wilkins, Rayna R. EOP/OMB ¢ b6 


Colleagues: | regret to inform you that we have to reschedule this Friday’s meeting. Joe is no 
longer available and does not want to miss the meeting. Can we please start anew with 
dates/times available from NIH between May 21 —~June 1? Again my apologies. 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] <cyndi.burrus-shaw@nih.gov> 
Sent: Thursday, May 10, 2018 1:57 PM 


Cc: White, Raeshawn D. EOP/OMB:} b6 i 


Subject: RE: Scheduling NIH Licensing Briefing 


Many thanks! 
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From: Garufi, Marc A. EOP/OMB [ b6 


Messiaen semen visas nm ccna i rstnaes ncemoinsimnrven ven Seapen nentinsvanineabonsinacsdmdmiceismiement 


Sent: Thursday, May 10, 2018 1:34 PM 


Subject: RE: Scheduling NIH Licensing Briefing 


All guests have been cleared and the meeting location is confirmed for the Eisenhower Executive Office 
Building room 238. 


Address: 

Eisenhower Executive Office Building 

1650 Pennsylvania Avenue NW 

Washington, DC 20502 

Please bring a government 1D so you can enter the building 


From: Garufi, Marc A. EOP/OMB 
Sent: Wednesday, May 9, 2018 5:23 PM 


<Mary-sumpter Lapinski @hhs gov> 


ig 


Ce: White, Raeshawn D. EOP/OMB: b6 


Subject: RE: Scheduling NIH Licensing Briefing 


Thank you. We will send some infermation. | think many of the NIH and HHS participants were 
just here last week for another meeting. 


Sent: Wednesday, May 9, 2018.5:16 PM. 


To: Garufi, Marc A. EOP/OMB : b6 >; Lapinski, Mary-Sumpter (HHS/IOS) <Mary- 
sumpter.Lapinski@bhs.gov> hls HS Oe cE ere oE ee : 
Cc: White, Raeshawn D. EOP/OMB : b6 ] 


Subject: RE: Scheduling NIH Licensing Briefing 


All NIH participants have submitted their WAVES information for the subject meeting. We will await 
additional logistical information regarding the meeting location. Thanks. 


Sent: Monday, May 7, 2018 1:27 P 
To: Lapinski, Mary-Sumpter (HHS/IOS) <Mary-sumpter.Lapinski 


Please use the following link to Input clearance Information by May 16, 5:00 pm. If you have a 
problem please let me know. 


WAVES Link: b6 | 
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From: Garufi, Marc A. EOP/OMB 
Sent: Monday, dies: 7, 2018 12:11 PM 


seceasuesesseaksecensucceesnreredinesvarctatacanvanessbccursenesenenensee@WesnearctasconseRheteeees 
eer eee rn ee re ee eee arene Se er Ty 


Subject: Re: Scheduling NIH Licensing Briefing 
Good. Consider it confirmed and | will email Waves clearance link soon. Thanks. 


On May 7, 2018, at 10:38 AM, Lapinski, Mary-Sumpter (HHS/IOS) <Mary-sumpter Lapinski@hhs.gov> 
wrote: 


Hi Mare, 


This also works for me. 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] [mailto:cynedi.burrus-shaw@ nih. gov] 
Sent: Monday, May 7, 2018 9:47 AM 


Subject: RE: Scheduling NIH Licensing Briefing 
Good morning, 
Please consider Friday, May 18‘* @ 3:00 pm confirmed on our end. 


NIH attendees include: 
? Lawrence Tabak (lawrence.tabak@nih. gov ) 
? Dale Berkley ( BerkieyD@OD.NIH.GOV ) 
? Mark Rohrbaugh (RohrBauM @OD. NIH.GOY ) 
? Carrie Wolinetz (carrie .welinetz @nih.gov ) 


Best, 
Cyndi 


Subject: RE: Stheduling NIH Licensing Briefing 


Thank you for your assistance. How about we go with 3:00 pm Friday May 
18. Please confirm and | will email a link for building clearance information. 


From: Burrus-Shaw, Cyndi (NIH/OD) [E] <cyndi.burrus-shaw @nih.gov> 
Sent: Friday, May 4, 2018 cA | | err a ne 


To: Garufi, Marc A. EOP/OMB i 
Subject: RE: Scheduling NIH Licensing Briefing 


Marc, 
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Apologies for the delay in responding. The following dates/times (in order of 
preference) work best for our staff: Friday, May 18° 2:00-5:00 pm and Tuesday, May 
22™ 2:00-4:00 pm. 


We will hold both pending further response from you. Many thanks. 


Best, 
Cyndi 


ia est vinnie wei isan nosis nce ben cutee san envi sno venussisinincen mscuaiiemanaveniinr mo 


From: Garufi, Marc A. EOP/OMB : nl 1:) Sea 
Sent: Wednesday, May 2, 2018 3:26 PM 

To: Tabak, Lawrence (NIH/OD) [E] <Lawrence. Tabak @nih.gov>; Lapinski, Mary-Sumpter 
(HHS/IOS) <Mary-surnpter Lapinski@ nhs. go> 

Cc: Faezi-Marian, Farnoosh EOP/OMB : 
Farquharson, Christine E. EOP/OMB: _ 
Shaw, Cyndi (NIH/OD) [E] <Cyncli. Burrus-Shaw@nih.gov> 


Subject: RE: Scheduling NIH Licensing Briefing 


Thank you all. 


Cyndi: You can email me with a few schedule options for this discussion and we'll 
try to make It happen with schedules down here. 


From: Tabak, Lawrence (NIH/OD) [E] <lawrence.tabak@nih.gov> 


Sent: Wednesday, bel 2, 2018 2:55 PM 


moter Lapinski 


@hhs.gov>; Garufi, Marc 


Subject: Re: Scheduling NIH ricensing acne 


Marc, 

Please have your folks reach out to Cyndi Burrus-Shaw to facilitate scheduling. NIH staff 
will include me, Carrie Wolinetz, Mark Rohrbaugh, and possibly Barbara McGarey (OGC). 
Mary-Sumpter please let me know who the best point-of-contact is within OS to 
coordinate. Apart from yourself, who else from HHS should be included? 

Thanks, and best wishes, 

Larry 


Subject: RE: Si si Licensing Briefing 
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Hi Marc, 


Thank you so much for organizing! I've copied Dr. Tabak from NIH to help coordinate 
that side of the meeting, and i will just plan on making whatever works for everybody 
else work for me. 


Sent: Wednesday, May 2, 2018 2:27 PM 


To: Lapinski, Mary-Sumpter (HHS/IOS) <Mary-sumpter.Lapinski@hhs.gov> 


Subject: Scheduling NIH Licensing Briefing 


Hello, Mary-sumpter. | am following up with you to schedule the EOP-HHS/NIH 
briefing on licensing. OMB will be make the arrangements for HHS to brief EOP 
jointly. Would you be able to provide us with a few options for a meeting in the 
EEOB? | will work with my colleagues to try to make one of them 

happen. Please feel free to contact me if you have questions. Thank you. 


Marc Garufi 
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From: Mowatt, Michael (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CB1EF7E2E54B4164AE34814574BDA638-MMOWATT] 
Sent: 11/16/2017 2:20:58 PM 


To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 
Subject: RE: [Non-DoD Source] RE: Response to 82 FRN 47537 


No problem — Ill catch you up. 


From: Rohrbaugh, Mark (NIH/OD) [E] 

Sent: Thursday, November 16, 2017 9:01 AM 

To: Mowatt, Michael (NIH/NIAID) [E] <mmowatt@niaid.nih.gov> 
Subject: Re: [Non-DoD Source] RE: Response to 82 FRN 47537 


Sorry can’t 
Sent from my iPhone 


On Nov 16, 2017, at 8:37 AM, Mowatt, Michael (NIH/NIAID) [E] <mmowatt @niaid.nih.sov> wrote: 


| can try to loop you into this call if you’re available at 0900 this AM. 


[renter + 


Let me know if you can join and ifi b6 tis the best number. 


From: Mowatt, Michael (NIH/NIAID) [E] 
Sent: Thursday, November 16, 2017 8:34 AM 


peminhsrmvatnreresieiateh arene eemeatarenm “t [aioe e eer ree eee mere ere mereie imi mmemmememeny 


To: | b6 USARMY MEDCOM USAMRMC (US)' < b6 


Sn ee ee et ee Lereietn aterm arse ererermserm ereveswisieioemiarevereimeerecell 


Subject: RE: [Non-DoD Source] RE: Response to 82 FRN 47537 


Sounds good — I'll call you then. 


Sent: Wednesday, November 15, 2017 10:24 PM 
To: Mowatt, Michael (NIH/NIAID) [E] <mmewatt@nisid nih.gov> 
Subject: Re: [Non-DoD Source] RE: Response to 82 FRN 47537 


On Nov 15, 2017, at 8:59 PM, Mowatt, Michael (NIH/NIAID) [E] <rnmowatt@niaid nih.gev> wrote: 


All active links contained in this email were disabled. Please verify the identity of the 
sender, and confirm the authenticity of all links contained within the message prior to 
copying and pasting the address to a Web browser. 
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Following up in case you missed my message yesterday. Still interested in a consult 
when you can spare a few minutes. I’m ona call from 4 to 5 today and then need to 
shove off. Back tomorrow. 


FYI, an article from an upcoming Congressional Quarterly: 


NIH Pushes Back on Zika Vaccine Conflict Allegation 


The government’s premier medical research agency is refuting allegations 
that its choice to help bring a Zika vaccine to market was a conflict of 
interest. 


For more than a year, the National Institutes of Health has been ushering a 
Zika vaccine through clinical testing around the world. In October, it 
announced that it was planning to grant an exclusive license to California- 
based PaxVax, Inc., a small pharmaceutical company that specializes in 
vaccines, to further develop the product and eventually bring it to market. 


But Ken Kelley, the founder and former chief executive of Pax Vax, is 
currently an adviser in the vaccine research center at the National Institute 
for Allergy and Infectious Diseases, the NIH division that has been 
researching the Zika vaccine. 


The NIH defended its choice on Wednesday after public health groups 
earlier this week wrote in opposition to the exclusive license, pointing out 
Kelley’s connection. The NIAID released a statement noting that no other 
company had submitted an application to license the vaccine. 


“NIAID’s intent to license the Zika vaccine candidate to Pax Vax was 
based solely on the merits of the company’s application and nothing else,” 
the statement said. “With regard to Mr. Kelley, there was and is no 
conflict of interest. Discussions related to a license application were 
conducted between PaxVax and NIAID’s Technology Transfer and 
Intellectual Property Office; Mr. Kelley was not involved in those 
discussions, and he is not involved in decisions to grant licenses.” 


The groups Doctors Without Borders and Knowledge Ecology 
International argued the exclusive license could mean that if the vaccine is 
ultimately for sale, it will be unaffordable for the vulnerable populations 
who could benefit from it most. 


“Pax Vax has a history of marketing vaccines to travelers and tourists, and 
may not be willing or able to scale access in countries where the need is 


the greatest,” the groups said in comments to the NIH. 


They also believe that the arrangement is a bad deal for the United States, 
which has already spent hundreds of millions of dollars on Zika vaccine 
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research. If the vaccine is ultimately approved for use, the company would 
not only benefit from its sale. Because there are no other treatments for 
Zika, it could also get tax credits to cover half the cost of its research 
investment. The company could also win a voucher to bring another 
product to market more quickly, which it could sell for millions of dollars. 


If the NIH finalizes its decision to grant an exclusive license, the groups 
said it should make Pax Vax agree to make it affordable in the U.S. and 
elsewhere. 


Earlier, however, NIAID leader Anthony Fauci told CQ he wasn’t worried 
about price being an issue. 


"| have not seen in my experience, situations in which we were involved 
in the development of a vaccine, particularly for low- and middle-income 
countries that really needed it, where the pharmaceutical companies priced 
it out of their reach," he said in an October interview. 


The public health groups also noted that the company is now mostly 
owned by Cerberus Capital Management, whose CEO, they said, donated 
$2.2 million to President Donald Trump’s campaign and other groups 
supporting the Trump candidacy. 


Earlier this year, a similar licensing arrangement between the government 
and drug company Sanofi Pasteur for a Zika vaccine developed by the 
Army was also criticized by public health groups. 


Sanofi eventually dropped out of the deal when a separate government 
funding stream for the Zika research was cut off. 


Mike 

From: Mowatt, Michael (NIH/NIAID) [E] 

Sent: Tuesday, November 14, 2017 10:19AM 
To:} b6 
Ce: Rohrbaugh; Mark (NIH/OD) [ET <fonr bad Bod Ain Boys: Mowatt, Michael 


I hope all’s well with you. I expect your stress levels have gone down 
since last we spoke. 


I don’t Know if you’ve been tracking our FRN, but KEI provided 
comments and posted a joint statement with MSF:Caution- 
https: //keionline.org/node/2892 < Caution- 

https: //keionline.org/node/2892 >. 


I don’t recall whether the Army responded to KEI, but I’d be interested in 
your perspectives. Can you spare a few minutes today or tomorrow for a 
catch up call with me and Mark Rohrbaugh? 
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Mike 
Michaecl R. Mowatt, Ph.D. 
Director, Technology Transfer and Intellectual Property Office 


National Iustitute of Alergy and Infectious Diseases 
National Institutes of Health 
U.S. Department of Health and Human Services 


+1 301 496 2644 
<imageCOlL.jpg> 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. National Institute of 
Allergy and Infectious Diseases shall not accept liability for any statements made that are sender's own and not 
expressly made on behalf of the NIAID by one of its representatives. 
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From: Bleimund, Emily (OS/OGA) [/O=NIH/OU=NIHEXCHANGE/CN=RECIPIENTS/CN=BLEIMUND.EMILY.OS] 
Sent: 9/15/2016 3:11:35 PM 


To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUMN]; Eiss, Robert (NIH/FIC) [E] 
[/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=eissr] 

cc: Mamacos, Peter (HHS/OGA) [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=Peter.Mamacos.OS] 

Subject: FW: HLP Access to Med report - QUICK COMMENT? 


Attachments: HLP-Access-to-Medicines-Final-Report-Sept-2016.pdf 


Mark/Rob, 


Do you have any quick reactions to the following recormmendations? Is the US already doing any of these things, or 
contemplating doing them in the future? Do you have specific objections to them? 


2.6.2 Publicly-funded research 


(a) Public funders of research must require that knowledge 
generated from such research be made freely and widely 
available through publication in peer-reviewed literature 
and seek broad, online public access to such research. 


(b) Universities and research institutions that receive 

public funding must prioritize public health objectives 

over financial returns in their patenting and licensing 

practices. Such practices may include publication, nonexclusive 
licensing, donations of intellectual property and 

participation in public sector patent pools, among others. 
Sufficient incentives must be in place in these practices to 
make it attractive for developers to underwrite the cost 

of bringing a product to market at affordable prices that 

ensure broad availability. 


(c) Universities and research institutions that receive public 
funding should adopt policies and approaches that catalyse 
innovation and create flexible models of collaboration that 
advance biomedical research and generate knowledge for 
the benefit of the public. 


Many thanks. 


Emily Bleimund, JD, MA 

Director, Office of Trade and Health 

Office of Global Affairs 

U.S. Department of Health and Human Services 


From: Mamacos, Peter (HHS/OGA) 

Sent: Wednesday, September 14, 2016 12:38 PM 

To: Eiss, Robert (NIH/FIC) [E]; Rohrbaugh, Mark (NIH/OD) [E]; Baker, Colin (HHS/ASPE); Beers, Donald (FDA/OC); 
Abdoo, Mark (FDA/OC); Unlu, Mustafa (FDA/OC); CGH Policy and Issues Management Information Requests (CDC) 

Cc: Littman, Andrew (OS/IOS); Bleimund, Emily (OS/OGA); Snyder, Anne (HHS/OS/OGA); Wood, Rachel (HHS/OS/OGA); 
Danelski, Ann (HHS/OGA); Korch, George (OS/ASPR/IO); Larsen, Joseph (OS/ASPR/BARDA); Wong, Holly (HHS/OS/OGA); 
Kolker, Jimmy (HHS/OGA) 

Subject: FW: HLP Access to Med report - NEWS FLASH! 
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HHS Colleagues, 


We've just received the long-awaited Report of the UN Secretary-General’s High Level Panel on Access to Medicines. As 
you may know, this Panels’ work has been surrounded by controversy from the beginning, in part due to concern over 
the narrowness of its mandate, seeking to “remedy the policy incoherence between the justifiable rights of inventors, 
international human rights law, trade rules and public health tn the context of health technologies.” 


i haven’t read through [t yet, but gather it makes significant recommendations about management of intellectual 
property, use of TRIPS flexibilities, and in particular a number of recs about how publicly-funded research should 
manage IP rights. 


We will be working quickly over the next few days with the rest of the USG interagency to develop a response to 
the report, and would welcome thoughts from any of you. | believe we will want to keep our initial USG response 
very high level, and may want to avoid discussion of any particular recs. | would also note that the report contains 
5 alternative/dissenting views expressed by Panel Members. 


Thanks, 
Peter 


REL0000024270 


Sent: 1/24/2019 6:45:07 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=591ab6b2424b4b8997082718cbb29fab-rohrbaum] 

Subject: RE: [Non-DoD Source] RE: Jamie Love using Sen King language for march in petition to DOD 


BTW, We are looking into using FedBizOps for announcements. Have you? 
They are not shut down. 
Sorry to hear KEI is doing everything on your list. Not going to AUTM, but will be at FLC in FL. 


thanks , 


----- Original Message----- 
From: Rohrbaugh, Mark (NIH/OD) [E] [mailto:rohrbaum@od.nih. gov] 
aa a 24, 2019 1:36 PM 


To: } b6 LsARMy MEDCOM USAMRMC (USA) b6 i 


All active links contained in this email were disabled. Please verify the identity of the sender, and 
confirm the authenticity of all links contained within the message prior to copying and pasting the 
address to a Web browser. 


Not bad, at least we are not furloughed, but it is beginning to bite us with inability to publish in the 
Fed Reg for exclusive licenses. KEI objects to essentially every notice. Not sure if you knew but 
Het filed a lawsuit against. NIH claimina.the ciaht.to. havea. -hisher. level. Annealof their.sudaestions..o, 


1 apt n Kannan AlnAanns ss i wwas pesidgeaae uniars iS aivens mise scint weeny asmcesteee fevebmbnreasatanuve mena avaNmseta sa aumtniesnseoemnvnrermsa nuunsmimeet ebm niosnrsmni admin ainvalbtatelamasevelaresasarnimsatelataterbesraietainlaoieiessominieinie! 
i b5 i "wWe' 1T see. 


Are you going to AUM? TI am 
Hang in there, 
Mark 


To: eee Mark (NIH/OD) [E] 2 aieauuilane. 
Subject: RE: Jamie Love using Sen King language for march in petition to DOD 


Thanks for the heads up. How have things been going for you? 


_Thanks. 


aia Original Message----- 
From: een Mark ey vs: [E] aa la a 


Paenarameriemret.. ace are 


REL0000024275 


Subject: [Non-DoD Source] FW: Jamie Love using Sen King language for march in petition to DOD 
FYI. 


picked this up from Love's comments on the NIST ROI paper. 


“xtandi/enzalutamide. A veteran is expected to petition the Department of Defense to use 
its Bayh-Dole rights to enable competition for enzalutamide, a drug for prostate cancer 
invented on a grant from the U.S. Army that has an average wholesale price of $159,000 
per year in the United States, and a much lower price in other high income countries. 


This petition will ask DoD to apply the 2017 DoD authorization directive described above.” 


REL0000024275 


From: Carr, Sarah (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/CN=OD/CN=CARRS] 


Sent: 7/30/2015 6:28:27 PM 

To: Rohrbaugh, Mark (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=OD/cn=ROHRBAUM] 

cc: Plude, Denise (NIH/OD) [E] [/O=NIH/OU=NIHEXCHANGE/cn=Recipients/cn=parksde]; Paltoo, Dina (NIH/OD) [E] 
[/O=NIH/OU=Nihexchange/cn=nhlibios/cn=paltood] 

Subject: FW: WF 341364 - due 8/4, 12pm 


Attachments: email 2.pdf; email.pdf; report on confirmatory genetic diagnostic test activity.pdf 


Can you take the lead on this one? We’ll review too. 
From: Plude, Denise (NIH/OD) [E] 

Sent: Thursday, July 30, 2015 1:22 PM 

To: Carr, Sarah (NIH/OD) [E] 

Subject: WF 341364 - due 8/4, 12pm 
Importance: High 


Urgent OS: Please review Report on Confirmatory Genetic Diagnostic Test Activity for clearance. Provide your 
concurrence/comments by 12:00pm on Tuesday, Aug. 4. 

Work Folder Information 

Work Folder: WF 341364 

Process: Clearance 

Program Analyst: Boskent, Celeste (NIH/OD) [E] 

Due Date: August 04, 2015 

WF Subject: OMB Interagency Review: LRM [JAW-114-72] COMMERCE Report on Confirmatory Genetic 
Diagnostic Testing 

IC: od_osp 

From: Green, Richard 

To: Burwell, Sylvia 

Remarks: Urgent OS: Please review Report on Confirmatory Genetic Diagnostic Test Activity for clearance. 
Provide your concurrence/comments by 12:00pm on Tuesday, Aug. 4. Many thanks. - 


REL0000024306 


From:Willoughby, Michelle (HHS/OGC) 
Sent:29 Jul 2015 09:02:04 -0400 
To:Applewhite, Kathy (HHS/OS);OS HHSExecSec 


Cc:Friedman, Richard (HHS/OGC);Potts, Oliver (HHS/IOS); Weinberg, Jeffrey A.;Blackwell, Edith 


(HHS/OGC);Johnson, Linda (OS/OGC);O0IGClearances@oig.hhs.gov 


Subject:RE: REQUEST FOR IOS/ES DIRECT HANDLING:LRM [JAW-114-72] COMMERCE Report on 


Confirmatory genetic diagnostic testing #899547983# 


Attachments:LRM [JAW-114-72] COMMERCE Report on Confirmatory genetic diagnostic testing 


#899547983# 


As agreed in the e-mail below, forwarded for ES direct handling the draft 
Commerce report regarding “Confirmatory Genetic Diagnostic Testing’. 


OMB’s deadline for sending comments to is 10: 00 AM, Wednesday, 


Jeffrey Weinberg (e-mail: | b6 tin 
accordance with the instructions on the OMB referral page (allached for 
your convenience). We will inform OMB (with cc: of this message) that 
your office will handle HHS comments on this package. It will be helpful if 


your response references the OMB iD number: JAW-114-72. 


Please send GCL a copy, for our records, of your final response to OMB, 
together with a note indicating the HHS components which you included in 
the Departmental review process. Thank you for handling this matter. 
Please let us know if you encounter any difficulties with which we may be 
of assistance. 


Attachments 


Sincerely, 
DHHS/OS/OGC/Legislation Division 
Room 435G HHH Bidg. 


(Fax) 202-690-7309 


REL0000024306.0001 


cco. Jeffrey Weinberg, OMB 


From: Applewhite, Kathy (HHS/OS) 

Sent: Wednesday, July 29, 2015 8:56 AM 

To: Willoughby, Michelle (HHS/OGC) 

Subject: RE: REQUEST FOR IOS/ES DIRECT HANDLING:LRM [JAW-114-72] COMMERCE Report on 
Confirmatory genetic diagnostic testing #899547983# 


Good Morning 
ES will handle 


Thank you 


Kathy Applewhite 

IOS/ES - Correspondence and Regulations Specialist 
Department of Health & Human Services 

200 Independence Ave S.W. 

Washington DC. 20201 


Don’t count the days, make the days count.” 
~Muhanunad An 


From: Willoughby, Michelle (HHS/OGC) 

Sent: Wednesday, July 29, 2015 8:25 AM 

To: OS HHSExecSec 

Cc: Potts, Oliver (HHS/IOS); Thomas, Agnes (HHS/OS); Friedman, Richard (HHS/OGC); Blackwell, Edith 
(HHS/OGC); Johnson, Linda (OS/OGC); OIGClearances@oig.hhs.gov 

Subject: REQUEST FOR IOS/ES DIRECT HANDLING:LRM [JAW-114-72] COMMERCE Report on 
Confirmatory genetic diagnostic testing #899547983# 

Importance: High 


REL0000024306.0001 


All -- 


GCL received from OMB, through the normal Legislative 
Reference Division clearance and comment process, the draft Commerce 
report regarding “Confirmatory Genetic Diagnostic Testing”. This draft 
USPTO report to Congress on issues related to confirmatory genetic 
diagnostic testing required by Section 27 of the America Invents Act (P.L. 
112-29, Sept., 16, 2011). A copy of the report is attached for your 
reference. 


Will ES agree to solicit and coordinate HHS’ comments, and deliver 
to OMB by the established deadline, which for this year is 10:00 p.m., 
Wednesday, August 05, 2015? 


Will ES agree to handle the matter? Please let GCL (please cc 
Linda Johnson of this office) know by 2:00 pm, Thursday, July 30, so that | 
may forward the OMB LRM and inform OMB of ES’s intent. Thank you. 


Michelle Lawrence Willoughby 
Office of the General Counsel/Legislation Division 
Legislative Reference Service 


Thincecieasmemssovemesosimeincesventmmtensnesceieisoavmcionsl 


fax 202.690.7309 
?michelle.willoughby@hhs.gov 


This message is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is PROTECTED and/or PRIVILEGED, and it should not be 
disseminated, distributed, or copied to persons not authorized to receive such 
information. If you are not the intended recipient, any dissemination, distribution, or 
copying is strictly prohibited. If you have received this communication in error, please 
erase all copies of the message and its attachments and notify us immediately. 


REL0000024306.0001 


From:Weinberg, Jeffrey A. 

Sent:28 Jul 2015 16:40:37 -0400 

To:DL-CEA-LRM;OS LRM (HHS/OS);JUSTICE; NSF;DL-OSTP-LRM;DL-USTR-LRM 
Cc:DL-WHO-WHGC-LRM;DL-OVP-LRM;Mayock, Andrew;Torres, Rosanna;Weatherly, Mark A.;Page, 
Ben;McArdle, George;Aitken, Steven D.;Niejelow, Alex;Scarlett, Philippa;DL-OPD-NEC-LRM;Edelman, R. 
David;Lambrew, Jeanne;Berger, Sam;Johnson, Carole (HHS/IOS);Wright, Sophia;Sills, Sara;Garufi, 
Marc;Reilly, Tom;Vaeth, Matt;Green, Richard.;Perkins, Nate;Larkin, Kellie;Pollack, Joshua;Fucile, 
Tamara;Neill, Allie; Menter, Jessica 

Subject:LRM (JAW-114-72] COMMERCE Report on Confirmatory genetic diagnostic testing #899547983# 
Attachments:USPTO Report on Confirmatory Genetic Diagnostic Test Activity.docx 


DEADLINE: 10AM Wednesday, August 05, 2015 


Please provide signoff/specific changes by 1OAM August 5. If we have not heard from you 
by the deadline, we will proceed on the basis that you have no comment. 


Note from Commerce: We are requesting clearance of a draft USPTO report to Congress on 
issues related to confirmatory genetic diagnostic testing required by Section 27 of the America 
Invents Act (P.L. 112-29, Sept., 16, 2011). 


This report was due to Congress in June 2012. Versions of the report went into the interagency 
process in 2012 and 2013. The USPTO conducted public hearings in 2012 and sought written 
comments as well. Largely due to the impact of two Supreme Court decisions (Mayo vs. 
Prometheus and AMP vs. Myriad) which dramatically changed the legal environment related to 
patented technology in this area, the report was not previously cleared and came back to USPTO 
for revision. Background on public comments and hearings, as well as the report requirement 
itself can be found here: >http://www.uspto.gov/patent/laws-and-regulations/america-invents- 
act-aia/aia-studies-and-reports<#heading-3. 


LRM ID: gaw-114-72 
EXECUTIVE OFFICE OF THE PRESIDENT 


REL0000024306.0002 


OFFICE OF MANAGEMENT AND BUDGET 


LEGISLATIVE REFERRAL MEMORANDUM 
Monday, July 27, 2015 


TO: Legislative Liaison Officer - See Distribution 


FROM: Green, Richard (for) Assistant Director for Legislative 
Reference 

SUBJECT: LRM [JAW-114-72] COMMERCE Report on Confirmatory 
genetic diagnostic testing 


OMB CONTACT: Weinberg, Jeffrey 


remem ofrarvarrarrareurrartarearearearroreurrarearrariareartuarrartarags=*—s—" 


In accordance with OMB Circular A-19, OMB requests the views of 
your agency on the above subject before advising on its 
relationship to the program of the President. By the deadline 
above, please reply by e-mail or telephone, using the OMB 
Contact information above. 


Please advise us if this item will affect direct spending or 
receipts for the purposes of the Statutory Pay-as-You-Go Act of 
2010. 


Thank you. 
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